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Form NAR.1

FOOD AND DRUG ADMINISTRATION
MINISTRY OF PUBLIC HEALTH
NONTHABURI
THAILAND

IMPORT AUTHORIZATION
NARCOTIC DRUGS

Import Authorization No. ................. B.E. ...........

In pursuance of the national law relating to the Narcotic Drugs, the Secretary General of the
Food and Drug Administration, being the official charged with the domestic and conventional
controls on Narcotic Drugs in Thailand, hereby authorizes the following import :-

Importer : Name : ..., Exporter: Name: ..........oooiiiiiiiinnnn..
AdAress © ..o Address: ...
Importer’s Application No. : ..................ooii.. Dated @ .......ooviviiiiiiiieea

Portof ENtry : ... Transported by : ...

Substances or preparations to be imported :-

Total Quantity
Schedule | Content of
Narcotic Drugs

Item Quantit Name of substances Narcotic Drugs
No. y or Preparations contained therein

Total Number of Items © ............

Dateof Issuance : ............ccoeiiiiiiinninn, Date of EXPIry @ ..o
(day) (month) (year) (day) (month) (year)

(Signature of Secretary General with official stamp)
Special Conditions :-

1. The consignment is required for medicinal or scientific purposes .

This authorization is valid for one shipment only.

3. Not valid unless it bears the official stamp over the signature of Secretary General of
The Food and Drug Administration.

N
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Endorsement by the Customs Official of Thailand

Date of IMPOIt & ...oovieeee e Please return to :-

Amount imported :- Narcotics Control Division

O in the amounts indicated Food and Drug Administration
O only in the amount of ........................ Ministry of Public Health
Tiwanond Rd.

Nonthaburi 11000, THAILAND.
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Form NAR.2

FOOD AND DRUG ADMINISTRATION
MINISTRY OF PUBLIC HEALTH
NONTHABURI
THAILAND

EXPORT AUTHORIZATION
NARCOTIC DRUGS

Export Authorization No. ................. B.E. ...........

In pursuance of the national law relating to the Narcotic Drugs, the Secretary General of the
Food and Drug Administration, being the official charged with the domestic and conventional
controls on Narcotic Drugs in Thailand, hereby authorizes the following export :-

Exporter: Name: .........cooiiiiiiiiiiieenn. Importer : Name : ........ooooiiiiiiiiiiie
AdAress: ..o AdAress: ..o,
Referenced Import Authorization No. @ ................c.oone, dated ............ccoeiiiieennnl.
Issued By ..o Of o
(Name of agency having issued the import authorization) (Name of the importing country)
Portof EXport: ... Portof Entry @ ...

T ANS PO O DY & oo e

Substances or preparations to be exported :-

. Total Quantity
Item | Quantity Name of subst_ances Narc_otlc Drug§ Schedule | Content of
or Preparations contained therein .
No. Narcotic Drugs
Total Number of Items : ............
Dateof Issuance @ ............ccoeviviveiniinnnn.. Date of EXPIrY @ oo

(day) (month)  (year) (day) (month) (year)

(Signature of Secretary General with official stamp)
Special Conditions :-

1. The consignment is required for medicinal or scientific purposes .

2. This authorization is valid for one shipment only.

3. Not valid unless it bears the official stamp over the signature of Secretary General of
The Food and Drug Administration.
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Endorsement by competent authority of importing country

Date of import & ...

Amount imported :-

O in the amounts indicated
O only in the amountof ........................

Please return to :-

Narcotics Control Division

Food and Drug Administration
Ministry of Public Health
Tiwanond Rd.

Nonthaburi 11000, THAILAND.
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THE ROYAL THAI GOVERNMENT
FOOD AND DRUG ADMINISTRATION

APPLICATION FOR

sungnansenawiolilny LJ @\9m

FORM
IC-1

AN INBOUND CARRYING BY TRAVELLER UNDER TREATMENT OF
MEDICAL PREPARATIONS CONTAINING SUBSTANCES UNDER CONTROL OF
THE SINGLE CONVENTION ON NARCOTIC DRUGS, 1961.

Part A - Your details
Please complete using BLOCK LETTERS

Your full name — as in your passport

Family name

Given names

Name in your own script or character — if applicable

Nationality — as shown in your passport

Details from your passport

Passport number

Country of
Passport

Date of issue

Date of expiry

Issuing authority/
Place of issue as
shown in your
passport

11

DAY  MONTH

YEAR

DAY  MONTH

YEAR 12

Sex Male |:| Female |:|

Date of birth

DAY MONTH

YEAR

13

Place of birth
Town/city

Country

Country where you live

Your current residential address — where you

can be contacted

Note : A post office box address is not acceptable as a
residential address. Failure to give a residential address will
result in your application being invalid.

POSTAL CODE

10 Address for correspondence

(If the same as your residential address, write ‘AS ABOVE’.)

POSTAL CODE

Your telephone numbers — where you can be

contacted
COUNTRY CODE AREA CODE NUMBER

Office hours |( ) ( ) |

COUNTRY CODE AREA CODE NUMBER

After hours |( ) ( ) |

Do you agree to the department communicating
with you by fax, e-mail, or other electronic means?

NOI:‘

Yes |:| » Give details

COUNTRY CODE AREA CODE NUMBER

Fax number

C H( )

E-mail address |

Briefly describe the medical treatment you have
received in your home country. If insufficient
space, attach an additional statement.

Continued on next page



® V& suwngungenanioliTny L

14

15

16

17

Give details of the doctor in your home country
who provided you with medical treatment.
Name and Licence number of doctor.

Address

POSTAL CODE

Give the expected date of arrival and departure
from Thailand and details of arrangement for
your continued care in your home country.

DAY MONTH YEAR
Date of arrival | | | |

DAY MONTH YEAR
Date of departure | | | |

Details of arrangement. If insufficient space,
attach an additional statement

Give details of the medical preparations
containing substances under control of the
Single Convention on Narcotic Drugs,1961,
which the doctor in your home country arranged
for you during your stay in Thailand. (For
amounts not exceeding 30 days of treatment)
Details of medical preparations (Trade name,
generic name , strength and quantity).

If insufficient space, attach an additional
statement.

Give details of your itineraries
Embarkation Port

Carrier / Flight number

18

19

Disembarkation Port

Carrier / Flight number

Do you have any relatives or friends in Thailand?
NO
Yes |:| » Give all relevant details

Name of person

Relationship

Permanent resident of Thailand ?

No [] ves []

Address

POSTAL CODE

During your proposed stay in Thailand, do you
have or expect to incur medical costs or require
treatment or medical follow up for your medical
condition?

NO [ ]

Yes |:| » Please provide full details.

If insufficient space, attach an additional statement.

Part B — Declaration

20

Applicant

o [ declare that the information on this form is
complete, correct and up-to-date in every detail.

o | will abide by the condition imposed on the
permit granted.

Signature
of applicant

DAY MONTH YEAR
Date | | | |
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Supplementary information to form IC-1

1. The following documents should be submitted together to :

Narcotics Control Division

Food and Drug Administration
Ministry of Public Health

Nonthaburi 11000, THAILAND

Tel : 66 2590 7338, Fax : 66 2591 8471
Email : narcotic@fda.moph.go.th

1.1 Application form (Form IC-1)

1.2 The medical prescription by the patient’s doctor who provided medical treatment
indicated :-
+ the name and address of the patient,
¢ the identified medical condition,
+ the name and the necessity of medical preparations for his/her treatment,
+ the posology and total amount of medical preparations prescribed,
¢ the name, address and licence number of the prescribing doctor.
1.3 Certificate issued by the competent authority of the country of departure to confirm

the patient’s legal authority to carry medical preparations for personal use.

2. Two weeks is necessary to process the application. In case of urgency, please send by fax
or E-mail the application form (1.1) with medical prescription (1.2) and the certificate
(1.3) at least two weeks before your arrival in Thailand.

[The original documents should still be sent by air mail]

3. Examples of narcotic drugs controlled under 1961 Convention :
Codeine, Dextropropoxyphene, Dihydrocodeine, Fentanyl, Hydrocodone, Hydromorphone,
Methadone, Morphine, Oxycodone, Pethidine.
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FORM IC -2

THE ROYAL THAI GOVERNMENT
FOOD AND DRUG ADMINISTRATION

A PERMIT TO CARRY MEDICAL PREPARATIONS CONTAINING
SUBSTANCES UNDER CONTROL OF THE SINGLE CONVENTION ON NARCOTIC DRUGS,1961.

PERMIT No .... B.E. .....

In accordance with the Narcotic Drugs Act, B.E. 2522, The Secretary — General of the
Food and Drug Administration, being the official charged with the domestic and international
controls of medical preparations containing substances under control of the Single Convention
on Narcotic Drugs, 1961, in Thailand, hereby permitted holder to enter and remain in Thailand

with the following medical preparations:
Permit Holder : Name ............cccooeiiiiiiiiiinn,
Passport No. ....ooooiiiiiiiiiiiin,
Embarkation Port .........................

Disembarkation Port .....................

List of medical preparations permitted for not more than thirty days of self — care :

Day Month Year Day Month Year

Date of Issue Date of Expiry

Signature of official and stamp



THE ROYAL THAI GOVERNMENT
FOOD AND DRUG ADMINISTRATION
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FORM
OoC-1

APPLICATION FOR

AN OUTBOUND CARRYING BY TRAVELLER UNDER TREATMENT OF
MEDICAL PREPARATIONS CONTAINING SUBSTANCES UNDER CONTROL OF
THE SINGLE CONVENTION ON NARCOTIC DRUGS, 1961.

Part A - Your details
Please complete using BLOCK LETTERS

1 Your full name — as in your passport

Family name

Given names

2 Name in your own script or character — if applicable

3 Nationality — as shown in your passport

4 Details from your passport

Passport number

Country of
Passport

DAY  MONTH YEAR

Date of issue | | |

DAY  MONTH YEAR

Date of expiry | | |

Issuing authority/

Place of issue as
shown in your

passport

5 Sex Male |:| Female |:|

DAY MONTH YEAR

6 Date of birth | | |

7 Place of birth

Town/city

Country

8 Country where you live

Your current residential address — where you

can be contacted

Note : A post office box address is not acceptable as a
residential address. Failure to give a residential address will
result in your application being invalid.

POSTAL CODE

10 Address for correspondence

11

12

13

(If the same as your residential address, write ‘AS ABOVE’.)

POSTAL CODE

Your telephone numbers — where you can be

contacted
COUNTRY CODE AREA CODE NUMBER

Office hours|( 66 ) ( ) |

COUNTRY CODE AREA CODE NUMBER

After hours |( 66 ) ( ) |

Do you agree to the department communicating
with you by fax, e-mail, or other electronic means?

NO |:|
Yes |:| » Give details

COUNTRY CODE AREA CODE NUMBER

(66 ) () |

E-mail address | |

Fax number

Briefly describe the medical treatment you have
received in Thailand. If insufficient space, attach an
additional statement.

Continued on next page
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14 Give details of the doctor in Thailand
who provided you with medical treatment.
Name and Licence number of doctor.

Address

POSTAL CODE

15 Give the expected date of departure and arrival
in Thailand.

DAY MONTH YEAR
Date of departure | | | |

DAY MONTH YEAR
Date of arrival | | | |

16 Give details of the medical preparations
containing substances under control of the
Single Convention on Narcotic Drugs,1961,
which the doctor in Thailand arranged for you.
(For amounts not exceeding 30 days of treatment)
Details of medical preparations (Trade name,
generic name , strength and quantity).

If insufficient space, attach an additional
statement.

17 Give details of your itineraries

Embarkation Port

Carrier / Flight number

Disembarkation Port

Carrier / Flight number

18 Do you have any relatives or friends in Thailand?
NO
Yes |:| » Give all relevant details

Name of person

Relationship

Permanent resident of Thailand ?

NO |:| Yes |:|

Address

POSTAL CODE

Part B — Declaration

19 Applicant
o [ declare that the information on this form is
complete, correct and up-to-date in every detail.
o | will abide by the condition imposed on the
permit granted.

Signature
of applicant

DAY MONTH YEAR
Date | | | |




sungnnsenawiolilny LJ @l

Supplementary information to form OC-1

1. The following documents should be submitted together to :

Narcotics Control Division

Food and Drug Administration
Ministry of Public Health

Nonthaburi 11000, THAILAND

Tel : 66 2590 7338, Fax : 66 2591 8471
Email : narcotic@fda.moph.go.th

1.1 Application form (Form OC-1)

1.2 The copy of medical prescription by the patient’s doctor who provided medical
treatment indicated :-

¢ the name and address of the patient,
¢ the identified medical condition,

+ the name and the necessity of medical preparations for his/her treatment,
¢ the posology and total amount of medical preparations prescribed,

+ the name, address and licence number of the prescribing doctor.

2. Two weeks is necessary to process the application. In case of urgency, please send by fax
or E-mail the application form (1.1) with medical prescription (1.2) at least two weeks

before your departure from Thailand. [The original form should still be sent by surface mail]

3. Examples of narcotic drugs controlled under 1961 Convention :
Codeine, Dextropropoxyphene, Dihydrocodeine, Fentanyl, Hydrocodone, Hydromorphone,
Methadone, Morphine, Oxycodone, Pethidine.
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FORM OC - 2

THE ROYAL THAI GOVERNMENT
FOOD AND DRUG ADMINISTRATION

A PERMIT TO CARRY MEDICAL PREPARATIONS CONTAINING
SUBSTANCES UNDER CONTROL OF THE SINGLE CONVENTION ON NARCOTIC DRUGS,1961.

PERMIT No .... B.E. .....

In accordance with the Narcotic Drugs Act, B.E. 2522, The Secretary — General of the
Food and Drug Administration, being the official charged with the domestic and international
controls of medical preparations containing substances under control of the Single Convention
on Narcotic Drugs, 1961, in Thailand, hereby permitted holder to carry while overseas
travelling the following medical preparations:

Permit Holder :Name ............coooiiiiiiiiiin .
Passport No. ....ooooviiiiiiiiiii,
Embarkation Port .........................

Disembarkation Port .....................

List of medical preparations permitted for not more than thirty days of self — care :

Day Month Year Day Month Year

Date of Issue Date of Expiry

Signature of official and stamp
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Form NAR.3

FOOD AND DRUG ADMINISTRATION
MINISTRY OF PUBLIC HEALTH
NONTHABURI
THAILAND

IMPORT AUTHORIZATION
NARCOTIC DRUGS

Import Authorization No. ................. B.E. ...........

In pursuance of the national law relating to the Narcotic Drugs, the Secretary General of the
Food and Drug Administration, being the official charged with the domestic and conventional
controls on Narcotic Drugs in Thailand, hereby authorizes the following import :-

Importer : Name : ..., Exporter: Name: ..........cooiiiiiiinnnnn..
AdAress © ..o Address: ...
Importer’s Application No. : ..................ocoii.. Dated @ .......ooviiiiiiiiiee

Portof ENtry : ... Transported by : ...

Substances or preparations to be imported :-

Total Quantity
Schedule | Content of
Narcotic Drugs

Item Quantit Name of substances Narcotic Drugs
No. y or Preparations contained therein

Total Number of Items © ............

Dateof Issuance : ............ccooeiiiiiiiiiiinni, Date of EXPIry @ .o
(day) (month)  (year) (day) (month) (year)

(Signature of Secretary General with official stamp)
Special Conditions :-

1. The consignment is required for medicinal or scientific purposes .

This authorization is valid for one shipment only.

3. Not valid unless it bears the official stamp over the signature of Secretary General of
The Food and Drug Administration.

N
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Endorsement by the FDA inspector of Thailand

Date of import @ ...

Amount imported :-

O in the amounts indicated
O only in the amountof ........................

Please return to :-

Narcotics Control Division

Food and Drug Administration
Ministry of Public Health
Tiwanond Rd.

Nonthaburi 11000, THAILAND.
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Form NAR.2

FOOD AND DRUG ADMINISTRATION
MINISTRY OF PUBLIC HEALTH
NONTHABURI
THAILAND

EXPORT AUTHORIZATION
NARCOTIC DRUGS

Export Authorization No. ................. B.E. ...........

In pursuance of the national law relating to the Narcotic Drugs, the Secretary General of the
Food and Drug Administration, being the official charged with the domestic and conventional
controls on Narcotic Drugs in Thailand, hereby authorizes the following export :-

Exporter: Name: .........cooiiiiiiiiiiiene. Importer : Name @ ..........oooiiiiiiiiiii e,
AdAress: ..o Adress: ..o
Referenced Import Authorization No. @ ................coooini, dated ............ccoeveeeeennnn.
Issued DY ..o Of o
(Name of agency having issued the import authorization) (Name of the importing country)
Portof EXport: ... Portof Entry @ ...

T ANSPON O DY & oo

Substances or preparations to be exported :-

. Total Quantity
Item Quantity Name of subst_ances Nargotlc Drug§ Schedule | Content of
No. or Preparations contained therein X
Narcotic Drugs
Total Number of Items : ............
Dateof Issuance : ............coeviviveiinnnnnn.. Date of EXPIrY @ oo

(day) (month)  (year) (day) (month) (year)

(Signature of Secretary General with official stamp)
Special Conditions :-

1. The consignment is required for medicinal or scientific purposes .

2. This authorization is valid for one shipment only.

3. Not valid unless it bears the official stamp over the signature of Secretary General of
The Food and Drug Administration.
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Endorsement by competent authority of importing country

Date of import & ...

Amount imported :-

O in the amounts indicated
O only in the amountof ........................

Please return to :-

Narcotics Control Division

Food and Drug Administration
Ministry of Public Health
Tiwanond Rd.

Nonthaburi 11000, THAILAND.
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(Post- approval stability protocol and stability
commitment)
- 42YaNNNAIFNW (Stability data) [ H
P9 NANTIUANNENNAYBIHEN A ieN 0 0
(Product Interchangeability Equivalence Evidence)
@audi D : l,anmsayn'éﬂﬁéhﬁ’mu (97%) (] (]
(SECTION D : Key Literature Reference, if applicable)

BHULHE ¢ S6 SzUUﬂﬂﬂBﬂﬂﬂ%H:Uﬁfﬂq (Container Closure System)

P2 MIWAINMaLAEENT5N (Pharmaceutical Development)

2.1 4oya22IM AW (Information on Development Studies)

2.4 MINNUINIZVIUNMTHEN (Manufacturing Process Development)

THamznstishsusnandalilnwlulsswnn 2 (enluy)

NUIN

e M
=
=b.
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° a

Fdugaudmeainsannenumsdnmisuys [ Immediate release [] Modified release products

BamenadAny 210 : sUwuy e s

mamwnﬁuﬁmaﬂ
S18NISLANETI i | (@msuganeiudmen)
Y Taidi
1. | tana13¥ (TITLE/COVER PAGE) | []

1.1 | Compliance Statement | ...

2. asqﬂiiamsﬁnm (STUDY SYNOPSIS) | e

3. | @9ty (TABLE OF CONTENTS) | ..

4. | Mda waziisnnAwn

(ABBREVIATIONS AND DEFINITION OF TERMS)

5. | Bgavsumaivelusyed (ETHICS) | e

5.1 | Independent Ethics Committee(IEC) | ..

5.2 | Ethical Conduct of the Study | ...

5.3 | Subject Information and consent | ...

6. | Zagie uazanIuUiNiINIIANY) (INVESTIGATORS

AND STUDY ADMINISTRATIVE STRUCTURE)

6.1 | Clinical Uit .

6.2 | Clinical Laboratory | ...

6.3 | Bioanalytical Upit | ..

6.4 | Pharmacokinetic & Biostatistical Unit | ...

7. | umi ONTRODUCTION) e

[

8. |ImguUszand (OBJECTIVES) | ...

9. | ukum3An®) (INVESTIGATIONAL PLAN) | ..

9.1 gﬂu‘uumiﬁﬂm (Overall study design and plan) | .o

9.2 | Discussion of study design, including the choice of control

groups (if applicable)

9.3 | Selection of study population | ...

® Inclusion criteria | e

OO0 O |goooouoog O (goog o oo
OO0 O |goooouooog O (goog o jgogogo

® Exclusion criteria | e
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(Fm3ukeTIRTUARY)
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® Withdrawal criteria

]

9.4

Treatments

® LA INAFBU (Test Product Information)

® LAAAMINEID19DY (Reference Product Information)

® Number of subjects

® Randomization

® Selection of doses in the study

® Drug administration

® Sampling schedule

® Prior and concomitant therapy

9.5

Pharmacokinetic and Safety variables

® Pharmacokinetic and safety measurement assessed

® Primary efficacy variable(s)

® Drug concentration measurements

9.6

Data quality assurance

9.7

Statistical method planed in the protocol and determination of

sample size

® Statistical and analytical plans

® Determination of sample size

9.8

Changes in the conduct or the study or planed analyses

10.

STUDY SUBJECTS

10.1

Disposition of subjects

10.2

Protocol deviations

® Sampling deviations

® Plasma samples storage condition

® Concomitant medications

11.0

PHARMACOKINETIC AND STATISTICAL EVALUATION

11.1

Demographic and other baseline characteristics (if applicable)

11.2

Pharmacokinetic results and tabulations of individual subject data

® Pharmacokinetic and statistical analysis

® Statistical issues

(N T O 1 1 Y O O O O O A O A
OoOoQoooUooUuUooUgo O goooooouooooi-go|
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- Handing of dropout or missing data

]

]

® Tabulation of individual response data

® Pharmacokinetic and statistical conclusions

® Protocol and protocol amendment along with all

appendices and IEC approval Letter

® Sample case report form

[ [
[] []
12.0 | SAFETY EVALUATION | ... [] []
12.1 | Extent of exposure | ... D D
12.2 | Adverse events . D D
® Brief summary of adverse events | e [] []
® Display of adverse events | e [] []
® Analysis of adverse events | e [] []
® [isting of adverse events by subject | e [] []
12.3 | Deaths, Other serious adverse events, and other significant
adverse events 77 - g
12.4 | Clinical Laboratory evaluaton | ... D D
¢ Listing of individual laboratory measurements by subject | [ [
and each abnormal laboratory value
® Evaluation of each laboratory parameter (if any) | wweeeeee [] []
12.5 | Vital signs, physical finding and other observations related to
safety (if applicable) |7 E -
12.6 | Safety conclusions | ] ]
13.0 | DISCUSSION AND OVERALL CONCLUSIONS | ... [] []
13.1 | Plasma concentration profile | ... D D
13.2 | Pharmacokinetic parameters | ... D D
13.3 | Statistical evaluation | ... [] []
14. | TABLES, FIGURE AND GRAPHS REFERRED TO BUT
NOT INCLUDED IN THE TEXT | 7 U U
15. | @n&d19871989 (REFERENCES) | e [] []
16. | MauuIn (APPENDICES) | [] []
16.1 | Study Information | ... [] ]
[] []
[] []
[] []

® List of IEC members and sample subject consent form
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® (CVs of investigators and other important participants in

the study

[

[

® Signature of principal investigator and investigator’s

declaration

]

]

® Listing of subjects receiving test and reference products,

drug accountability records and receipt information

® Randomization schedule and codes

® (uality assurance statement

® Statistical report

16.2

Subject data listing

® Discontinued subjects

® Protocol deviations

® Concomitant medication

® Subject characteristics table and table of summary

demographics

® Sampling deviation

® [ndividual efficacy response data

® Adverse event listing

- Listing of individual laboratory measurement by subject

oo 4O O gooooo| o) o

oo 4O O gooooo| o) o

16.3

Case report forms (CRFs)
- CRFs of deaths, other serious events and withdrawal for

adverse events

]

]

16.4

Individual subject data listing

16.5

Bioanalytical study report

16.6

Bioanalytical validation report

16.7

Representative subjects’ chromatogram

16.8

Finished Product (FP) Specification and Certificate of Analysis
(CoA)

I A

I A

16.9

NanuUUSaUsUnTINMTAENESERINENNATDUNUENH ULUU

(Comparative Dissolution Profile Report) (if applicable)
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HANIINTIVTUAITAY
1ENI5LANENT W | (@msugenasudme)
§ Nl
16.10 | MANTINLANINMITUTDINATTIUBBIFUAMIANEIITE
MNAATN (Certificate of Clinical facility) wazviaaU uan13 8 8
finienduamendiin (Clinical laboratory) |
UATATIVNATILHIEAUEN (Analytical laboratory) (if any)
16.11 | WilNF2UTRINTBNMTANNNIN FLAUBNENUITY 13D
Sponsor LiafuiuHAa STt Magay MiaURUNEONNUA | ... [] []
flasudniasimbeluiainma
G E.c) J K3uayaN
Coreeeeeeeeeee e, Y(HIUTIN)
asuuamsnsasudzas [ asudau [ unla disuda
AN HaTTudze
( )
Juil
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Model Certificate of a Pharmaceutical Product
Certificate of a Pharmaceutical Product’
This certificate conforms to the format recommended by the World Health Organization
(general instructions and explanatory notes attached).

Certificate No :

Exporting (certifying) country :

Importing (requesting) country :

1. Name and dosage form of product :

1.1 Active ingredient(s)” and amount(s)® per unit dose :

For complete composition including excipients, see attached. !
1.2 Is this product licensed to be placed on the market for use in the exporting country? °
[Jves [JNo
1.3 Is this product actually on the market in the exporting country?
[JYes [INo [l unknown
If the answer to 1.2 is yes, continue with section 2A and omit section 2B.
If the answer to 1.2 is no, omit section 2A and continue with section 2B. ¢

2A.1 Number of product license’ and date of issue :

2A.2 Product-license holder (name and address) :
Name :

Address :

2A.3 Status of product-license holder : ’
a Ubv Ue
2A.3.1 For categories b and c the name and address of the manufacturer producing the
dosage form are : °
Name :

Address :

2A.4 Is Summary Basis of Approval appended? 10
[Jves [ No
2A.5 Is the attached, officially approved product information complete and consonant with
the license? ' (yes/no/not provided)

[Jyes [INo L[ Not provided
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2A.6 Applicant for certificate, if different from license holder (name and address) : '
Name :

Address :

2B.1 Applicant for certificate (name and address) :
Name :

Address :

2B.2 Status of applicant : ’
Ha Ob e
2B.2.1 For categories b and c¢ the name and address of the manufacturer producing the
dosage form are : °
Name :

Address :

2B.3 Why is marketing authorization lacking?
L] not required [ under consideration
L] not requested [ refused

2B.4 Remarks :

3. Does the certifying authority arrange for periodic inspection of the manufacturing plant in
which the dosage form is produced? H
[Jyes [No [InNsa
If no or not applicable proceed to question 4.
3.1 Periodicity of routine inspections (years) :
3.2 Has the manufacture of this type of dosage form been inspected?
[Jves [No
3.3 Do the facilities and operations conform to GMP as recommended by the World Health
Organization? e
Jyes UNo [nNva
4. Does the information submitted by the applicant satisfy the certifying authority on all aspects
of the manufacture of the product? e

If no explain :

Address of certifying authority :

Telephone number :
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Fax number :

Name of authorized person :

Signature of authorized person :

Stamp and date :

Explanatory notes

1

This certificate, which is in the format recommended by WHO, establishes the status of the
pharmaceutical product and of the applicant for the certificate in the exporting country. It is
for a single product only since manufacturing arrangements and approved information for
different dosage forms and different strengths can vary.

Use, whenever possible, International Nonproprietary Names (INNs) or national nonproprietary
names.

The formula (complete composition) of the dosage form should be given on the certificate or
be appended.

Details of quantitative composition are preferred, but their provision is subject to the
agreement of the product-license holder.

When applicable, append details of any restriction applied to the sale, distribution or
administration of the product that is specified in the product license.

Sections 2A and 2B are mutually exclusive.

Indicate, when applicable, if the license is provisional, or the product has not yet been approved.
Specify whether the person responsible for placing the product on the market :

(a) manufactures the dosage form;

(b) packages and/or labels a dosage form manufactured by an independent company; or

(¢) is involved in none of the above.

This information can be provided only with the consent of the product-license holder or, in
the case of non-registered products, the applicant. Non-completion of this section indicates
that the party concerned has not agreed to inclusion of this information.

It should be noted that information concerning the site of production is part of the product

license. If the production site is changed, the license must be updated or it will cease to be valid.

10 This refers to the document, prepared by some national regulatory authorities, that

summarizes the technical basis on which the product has been licensed.

11 This refers to product information approved by the competent national regulatory authority,

such as a Summary of Product Characteristics (SPC).
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12 In this circumstance, permission for issuing the certificate is required from the product-license
holder. This permission must be provided to the authority by the applicant.

13 Please indicate the reason that the applicant has provided for not requesting registration :

(a) the product has been developed exclusively for the treatment of conditions — particularly
tropical diseases - not endemic in the country of export;

(b) the product has been reformulated with a view to improving its stability under tropical
conditions;

(¢) the product has been reformulated to exclude excipients not approved for use in
pharmaceutical products in the country of import;

(d) the product has been reformulated to meet a different maximum dosage limit for an
active ingredient;

(e) any other reason, please specify.

14 Not applicable means that the manufacture is taking place in a country other than that issuing
the product certificate and inspection is conducted under the aegis of the country of
manufacture

15 The requirements for good practices in the manufacture and quality control of drugs referred
to in the certificate are those included in the thirty-second report of the Expert Committee on
Specifications for Pharmaceutical Preparations (WHO Technical Report Series, No. 823,
1992, Annex 1). Recommendations specifically applicable to biological products have been
formulated by the WHO Expert Committee on Biological Standardization (WHO Technical
Report Series, No. 822, 1992, Annex 1).

16 This section is to be completed when the product-license holder or applicant conforms to
status (b) or (c) as described in note 7 above. It is of particular importance when foreign
contractors are involved in the manufacture of the product. In these circumstances the
applicant should supply the certifying authority with information to identify the contracting
parties responsible for each stage of manufacture of the finished dosage form, and the extent

and nature of any controls exercised over each of these parties.
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BMBRUALD I NUBUIFATUIBINITNNYUE (Certificate of Free Sale)

1. wiiada CFS daveanlagdssmagndavsaUssnagivinegnainnuamenssums
2MIUATETUTEY

wilsda CFs fioanlasusumagimieiidninnuanznssumsenauszeniusas Taud
nadidaluil
1.1 Ussagimbeaiiudewdosainld hhivsemaduaoduduaouwn
1.2 Ussnaguaalufimshmibendasasigananiilasnn bifinsdifiasdacls
HAOAMIIGINAINTD
1.3 n3dipu | auildninnuanznssumsaImauasafuanns
2. lunsdifiviieda CEs panlostssmadimmhe dasuuuanansiiadu @il
2.1 MIRFRSUIBIUNAHENNNUSLNALHER
2.2 dwSurdafasienuasarmsliuuuianas el
2.2.1 wiidaFusesnnismaguda iszyfaanuiusesgumnunaindo
MNINATFIUAING
2.2.2 wihdadusaunaspundadariniiaumwszdudnduniodarianme
ludszmagaanwiisda CFS
3. CFS mMuYa 1 wazntiadasusasmuda 2.1 wazda 2.2.1 Aedpanvnsaiusedanny

v
QJ Y o

Toavmhanupasdgiiinihiiisdastumsmiuguandasasiguamwsiionu | wianheny
LNTUNSTIUTeN
4. wilsda CFs dasssymeandaadaluil
4.1 Foudafoui

Y a

4.2 Fagiuan wazdauTiog
4.3 Foenudiienumingusash “Smhaldlulsanageanviiide”
4.4 il'ammﬁ'uﬂ TGN BINEA S asivue
- uannien Issydutsznaumendaguasinues
- iaseaiiounngliissygu (model) %38 individual products Fae
5. daanaluniisde crs dufumwmdu uennnmwmsanguliuvaduawming
wiammsange lagiivhenuideisldsuses
6. lunsdifiléidhun CFS unuatuase dasldiumssusasdaanunnmiienuady

NIBVUIBNUBNBUNIBYAADNTUTDY

7. lTunsain Al un@en amivianas1emsue 1% CES auulfenny @ a9t CES atuasansandun
TiavinnasIadaumMssusasain

8. 1 cFs fiagmslimeluszaznanfirnuualy CFS uu wazlunsdindldszyanamsld

9

Tty CFS megluszazing 2 Usiuuadunaan CES
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NIAANIRAINUASLANFIIAINUILENAA 1INy ludseian 2

RANUENHO b lnwludsean 2
ANNLENA A LY Ineludssn 2 mutuy ACTD w2 wuu @@ Unit Carton a2 Inner
UABLLUULFANY AN NGNGB LU

v J

wamwumwammﬂuuﬂémmsa} (UNIT CARTON)
865U (Product name)

=
-

ULUURION (Dosage form)

CY

3. FasnNuazUSunawasenandalvlnyludseon 2 wazdmdusudludndsenaundnn

[\
2. €aNd

295U ENH A L Inelulseian 2 ﬁ'u (Name of Active Ingredient(s) and Strength of
Active ingredient(s))

. YTV DS NIUTAIASTiNGA (Batch number)

Sudaudlinae (Manufacturing date)

) "'J'ul,ﬁauﬂﬁéumq (Expiration date)

. #33WAMWIBYRUNLH (Indication)

. 2NMS5IEuardS1d (Dosage of Administration)

. @AMeMstiusSn® (Storage condition)

0. %a@wamazﬁﬁwmamuﬁwﬁm (Name and address of manufacturer)

= = © 00 = o U »

YV ‘l « a 9 v @ = Z o YV =

1. daenumwming “entdwdo Ilnelulssnn 22 aonesaumuENULN Ndunsauduaa
c:vau PP . a e*LeﬁI o alqz (a'l”ww ™
WULATaaY ez “Pmeal : 2IAENHaLaL 19 LNHe a9 lEMNLNNEF” AIDNHSTLA
VI AN A UTARAULO NG NN TN UYDIRAIN

WINNUHUB
1. RNV Unit Carton 1HAURMNNZBINZULUIIINEUDN (HU RAINNSBIVITIILIN
naaeusINsilae nassussuee Wuduy
2. fifoyaiiiaAnantagiiu Ao Dosage Form Wae Route of Administration
2.1 N5UI49 Dosage form 21AUIILAA 9 1BY enfiaia e1a Tablet (Hudu wSaenaU
JushunilawasdamIufle wu XYZ Capsule iudu
2.2 MU Route of administration ®1audalan ) wu M 1V Judu wiasnaudeegly
FamsWenile wu Sulssmuassar 1 dia Suaz 3 A% wdtems Wudy
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FaMBUARMNELFNH 191 Inylulszian 2 euly INNER LABEL
865U (Product name)

sy
=%

UUUUHIA I (Dosage form)

DN
Do €an

[

3. fasndauazUsinawesnenaalilnylulsznn 2 wazdmausududnlsznauiiadn
e 5usnandalilneludssian 2 ﬁu (Name of Active Ingredient(s) and strength of
Active ingredient(s))

. 1T asnusUEAIASIfiNG® (Batch number)

. "'s’mﬁauﬂﬁwam* (Manufacturing date)

) i’mﬁauﬂﬁéumq (Expiration date)

. 35msl¥ien* (Route of Administration)

. @MIEMSHUSAE* (Storage condition)

. Fofudaviaduydnuoiauio

LY
v ]
4 =~

. NONYDIFOIUNIHER* (Name and address of manufacturer)
Y

= = © 00 = O O

v 1 « a dler[ nl y Y@ - & P =
YDANNMELNEY “eLFNO R LV LN uﬂi:ﬁlﬂ‘ﬂ 27 MIDNUIFLLOIUUWUYII NEFUNIDUFLLON
Y

I Vl o a v v ¢ g oo o
LAULOTALAU L "OILOBU ajﬂlawmﬂtLaﬁlm%H@lB\ilﬁﬁjNLLWﬂﬂﬂQ MIDNWIFLLON
A NA) Y 8w ' o X

wiaaﬂl‘ﬁL‘ﬁu%@LQULW\ﬂG\’NQ’]ﬂaWU'ﬂaQQa’]ﬂ*

wnewme * vaned Tianciumsuanenemsasnanamiuamnzinadn agntpedaudnd

IEMINNLD 1,3, 4, 6 husuendaliszyliganuhiazhimeamalatia

wINNUHUR
1. 2NUUY Inner Label ldnuaanasuzussamelu wu 220 nszilas Wudu

2. gaanudvsuRmNIINAENIY THaNaaNNINRMNeNBINNUD LAY 3 g519in
YRNMNFULUTTINNUIELAN
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@AEISINUENLENAR 1Y Inwludssian 2
(PRODUCT INFORMATION)

wnansmnuenanwda lilneludsenn 2 enanda) wiadly 2 wuu fe

1.
2.

© 00 =N o U B~ W

11.
12.
13.
14.

15

16.
17.
18.

ad.

Package insert

Summary of Product Characteristics (SPC) %38 Product Data Sheet

Package insert

o w

. ¥9615U (Product name)
. FasiayuartSinaasenando lnuludsenn 2 wazimenduswiudiulsznauiichan

(Name of Active Ingredient(s) and Strength of Active ingredient(s))

. ANWMULYDNNANANMI (Product description)

. AENUAN ATV dwarnans/undzaaumans (Pharmacodynamic/Pharmacokinetics )
. #33nAuW3ataUNld (Indication)

. 28mM51H (Recommended Dose)

. 35m51¥ (Mode of Administration)

. #avu1d (Contraindication)

. MLHBUVSaYBAIT¥IN (Warning and Precaution) waziidannu “@miiiau : anaandiouazlvilny

v v X 9
Gad lEmuunngdas
. Uf)n3en5enInen (Interactions with Other Medicaments)
o s = 1 % .
dn3iaTIfuasanIssniN1AUNYAs (Pregnancy and Lactation)
M5 LAY sEaed (Undesirable Effects)
M3 lasuenuINanazISmssn (Overdose and Treatment)
anuliEniueesen (Incompatibility) @WIzenia
. Mafiusnwuazargmslien (Storage Condition and shelf-life)
sUUUUHEa N ULAzEINAUTIINNTIMINEG (Dosage Forms and Packaging Available)
HONHANLOLN AT IUNHEG (Name and address of manufacturer)

U

. eRe

ﬁmmf“ﬂwﬁuﬂquanms (Date of revision of package insert)
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Summary of Product Characteristics (SPC) %98 Product Data Sheet

1. dayadsu
1.1 FadSuenandialinylulsewan 2 (Product Name)
1.2 @SS (Strength)
1.3 E‘ULL‘U‘U‘ZJNEI”I (Pharmaceutical Dosage Form)
2. ﬂ%mmuaxqmﬂuﬂ'ﬁwmﬁ'sméﬁm (Quality and Quantitative Composition)
2.1 Qmﬂuﬁaé‘l”lmﬁﬁﬁﬂg (Qualitative Declaration)
AsuSINEazEaamEnd @ Wy Fama INN s'mﬁy'qgﬂm?m Waz hydrate form
Afera
2.2 USinaaendifey (Quantitative Declaration)
Lﬁﬁwamﬁmﬂ%mméﬁmﬁﬁwﬁm 68 1 wieuassduuuen (per dosage unit)
By dewhaU3nasuiamheihnn
3. anHMzLAFUWUUEIMNLNEENTIY (Pharmaceutical Form)
Wdimnndneamevaniiu dremwa wu § wiswsnsuuien Sudy
faghau Winden nanuu Sevaades Sea@ 100 vughuniweufinm
4. Qmauﬁaﬂwﬂaﬁﬂ (Clinical Particulars)
4.1 955WAMNIBYDUNNY (Therapeutic indication)
4.2 2NN LEUazI T (Posology and method of administration)
4.3 #av 1% (Contraindication)
4.4 MLHDUWIDYDAITIZN (Special warning and precautions for use) LazNIDAIIN
“qudou : maEndouazlilnedaslFmuunndd
4.5 U§)n38n3zvIen (Interaction with other medicinal products and other forms of
interactions )
4.6 MslEluaasinssfuazanissningliunyes (Pregnancy and lactation)
4.7 wadaaNNEINs0 luMITULazOURUAEeaNS (Effects on ability to drive and use
machine)
4.8 1M 5INNaU5a9@ (Undesirable effects)
4.9 M3lASUNAUANALELIZTNI5NH (Overdose)
5. AMANUANMUATZINE (Pharmacological Properties)
5.1 Qmauﬁamqmﬁﬁwamam% (Pharmacodynamic Properties)
5.2 AMENUAMUNFHIaUAENS (Pharmacokinetic properites)
5.3 9038ANNUaDANENNMIANWINIAGTHA (Preclinical Safety data)
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6. NYBLLDYANNLAFENIIY (Pharmaceutical Particulars)
6.1 amsmenlidriaty (List of excipient)
6.2 NN luEnAuYeen (Incompatibilities)
6.3 21g2asen (Shelf life) laun mqmLﬁamiﬂumﬁuuﬁaﬁmﬂm mqﬂmé’qmﬂﬁwau
Barnudimuimvue mqmwé’qmnﬁﬂﬂ%mﬂ%LLSﬂ
6.4 FamsseieiAElumMsIiven (Special precautions for storage)
6.5 é’ﬂwmmtazéwﬂszﬂauwmm%u:m‘sa} (Nature and contents of container)

7. %a@wﬁml,a:ﬁé’wammuﬁmam (Name and address of manufacturer)
8. JunfinsuflauSudgaenars (Date of revision of the text)
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LN NN T3 UI9N13UIZHUBNEITNINITINITUAZNITATINIATIZH
ganAa Iiinelulssian 2 w.A. 2556 dmsusnlna
MINUUINIG ASEAN HARMONIZATION

MU nEANN gaseasilplihaziigudnvaslaniisnanialilnesinageaie

]
AW

& 2{' & a I~ [ 0o < [ 2 4 o ° v 1
mil DumsaEndaldlnenianvazduingdhidagumundonssuganiannashluldunau
wiadnile
o a = a Ao <) o W = a
Msusania lilneludssan 2 Ao enandaldlnenianvaedudsu waslienanio
Tilnwludszian 2 Wudmadny wisfidimdunanagas illdeandalilneludsznn 3
auvaninarinsgaueissmamrualunzianuunn (Ussmanssnsnansisagy atun 95
(W.¢. 2531) (389 MUUAKANNUHRNNEINUENENAA 19 Ineludsen 3)
Msueanialilneludszan 2 (anlnd) vaneda
1. snanda lilnwludszinn 2 Afdenad1anlva (New Chemical Entities) %39 aywus v
udeFsUsEnaUBNEau eamasrsandalud Nldweiimsmibelulssmalnaannay
2. sandalilnelulszinn 2 Nidaveld v (New Indication)

[

3. snanda lilnwlutszinn 2 Mdugasuanlval (New Combination)

4. snando ilneludszan 2 flsduuulnizesnslvien (New Delivery System)

U

5. en@ndo wlnelulsenn 2 nigasmansivenwuulusl (New Route of Administration)

=
=l
6. eando lilnelulszinn 2 AfgUuuulnil (New Dosage Form)
7. e nanGa lneludsznn 2 Niianuuselvd (New strength)
wanawme luuwumaauil @ waadoeien v3e e (Drug product) Mangda iusandavilny
Tudsem 2
: Mendhaty (Drug substance) aNade entawda ilnwludszinn 2
CY d‘ Y o
wazeeau (0N)
MstuMmTamiEasUsaInsUse i Uan a1 MITINTUAZNITHTINIATIZH HITULENH O 1IN
Tudsenn 2 dwmsusning
VA Q(A o
1. giiansaude
1 nsalkdadsuenandalilnyludsean 2 (enlual)

—

1.1.1 g5uayanandneunudayiumnngvangaegen
1.1.2 gHulueyanaiililuasauasesdseniawdolilnylulszom 2
1.1.3 fiulueyanendedeeanialilnlulssion 2 iiatsslomilumsdnunide
UM IUNNE
1.2 assiihdhdiuenania lilneludsenn 2
1.2.1 FFuayanmhvdedmunutagiuininlunseoninsmunguang e
1.2.2 fFueyanaliililuaseuasesienandalvinylulssion 2
1.2.3 Wugunumibeveguaoludlssmea
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2. duppuniiums aadaluil

2.1 Hudzefumiideusaamatsufiuenansmaimmsuasminnaiensy  lagls
wuy & 2.1 wianmaenmawangiuene g muitssyliluda 3 o 4 4a

2.2 HamMINNIANITUMe Frasunidaiuseer Hszamdseiivenasminms Huu
20,000 111 wazsudhunduaieaniauiy Beudoaud

2.3 dawnmsiiuenianialilmlutsnom 2 shumsussdiuenansmdnms Trguaayane
tdudaeiuluayapalinda ihidvisdenandeeiandalilnelulszan 2 iathdadi
eawda lilnyludszian 2 wianamsnesguanlglumsesiaitenzd wiaudszarlgang
Tumsns193P512% 40,000 VN
3. wnasiilFdudmaniadadusest amuuwIMe THE ASEAN COMMON TECHNICAL
DOSSIER (ACTD) FOR THE REGISTRATION OF THE PHARMACEUTICALS FOR THE
HUMAN USE i 4 du fg

dhwdi 1 Fayamluasiayarasdiuenanialfnylulszan 2

dudl 2 ndngundasaumnaasiiusawdalilnlulssion 2

il 3 nasudasdoyaiilaldmsdnmmanain

dufl 4 enasuaasdayamsAnmnmeaidn

Qaulamsautanasaanio lilnyludszan 2
~ = a c‘ < v PN Yo U N W a (% o

nsannie sandalvinylulszan 2 Adundunuuneelasumisdosusandanmsiain

dinnuamznssumsamsuazenuasmihealulsemalnauan ludun 3 wae drud 4 Tndu
& a M v o a a & v

wnmsiurandnmsilasumsaiawlunsansHinmsnle

nsinaas enanwialilneludsenan 2 muanuvineds 1 enliwedimihelulssmealng

enewdaliineludszom 2 wulildendunuuluseuszme Tidiuenasludun 3 waz dui 4

TguenansliunamAnmsilasumsiiailunsansimnms waztuanassmenumsdnmnisya

WiguWsuiuenduuuy euuuunsnumsansnienyanunngluwnmmszenivdaiuses

msUszilinanansmadmmsuazmsanadwmnzienanialvlnyludszan 2 dwsuenaay

gl 1 dayamlluazdayavasirsuaaniiolilnyludsznn 2

(PART I : ADMINISTRATIVE DATA AND PRODUCT INFORMATION) sznauais 3 nau Aa

aaudl A : @1 (Section A : Introduction)
maudl B @130 (Section B : Table of Contents)
aaudi A wazaaudi B Ty 1uuu ves 2. ND1

aaudl C : wnasUsznaudamisdasusasmsUsudivanasmaTNMsuasMInTIN AN
°1uthu°z‘i'aadaw"":flﬂuasﬁ'agaﬂaw‘h‘fs"umLawamiﬁnﬂuﬂszmn 2
(Section C : Documents Required for Registration) Town

1. nasdndedayavuanasmnueandalinylulseian 2 (Wuu 284 2. AR)

2. AENINEUTBIMSUsE T UEATNTMNNMTUBENMITATINATZHAENENH A 1 Iny
Tutsean 2 (wuu & 2.1)
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3. gUmewdasasieEndalflnlulsaan 2 Heatunafeuiuansdnvusianu,
Nawnaieu/d gUuuy dydnsol asemudasueg

4. MINFDUTBEN 9 (Certificates)

4.1 psaludadmsuenande lneludsenn 2 (enlus)
- fSuayanerdneuruagiumunguINgNge wazdmiadasuses
mm@m’i'ﬁmsﬁﬁlummﬁm (GMP)
- g5ulueyanaililuasauasasiseniandalilnylulszam 2
- g5ulvayanerdadeeniandalilmilutsann 2 iadssTanllumsdnuide
oUMIUNNg
4.2 nsghhndsuenandalilneludssunn 2
- FFuayanmihviedenuauagiudninlungananinsmunguinahdeen
- gFuayaneliililuaseuasasisniawdalilmiluszion 2
- wilsdaudaeihugunudwihevagndaludlszne
- nilNdasusanaanmien (Certificate of Pharmaceutical Product) magUuuy
wuzthlagasd mMsainsialanyis antladasusaamsavishg (Certificate of Free Sale) ¥iSaniadasusad
sUuuvduiifiilaemmudaimuazasdiinnuansnssumsamsuasen
- Ehmmﬂ'ﬁa%’maqmmgmﬁ%'mﬁﬁmummam (GMP) ¥89KWa"

5. aaned@nde v lnwludsznn 2 (Labeling) Lwiazﬁﬁﬂﬁmﬁ%'aEamuﬁaumuﬁ
muuald (@mewwin)

6. BayavaHAnfeiThsuEEnwda lilnylulsznm 2 (Product information) A®
nasmiuenandalilnlulsann 2 fedasiitayamuridade g imwalis 3 wuu (@mesnn)
laun

6.1 Package insert (PI)
6.2 Summary of Product Characteristics (SPC) %98 Product Data Sheet
6.3 Laﬂaﬁ‘z’iagaﬁm%'ué'ﬂaﬂ (Patient Information Leaflet, PIL)

wImMIMsInmandsmauetanio llnyludssian 2

1. aagditanarsmnvenanwdo L neludsean 2 aMwing drunwsangs
windilidsangas dwsuenasmaveandalinylulseinn 2 mwauq TiSusesh
TFassonuanlneitlésuayane

2. MmalFanansmnuenandalilneludszwnn 2 euwuy PI ¥5e SPC agla
aghawnilafle

3. epvdienansdayadmTugthe (Patient Information Leaflet, PIL)

7. ﬁﬂ%’maa@ﬁ'uﬁwa (Applicant declaration) l@wn
7.1 fusesiudmeniivdaiusasmsssiiuenasmanmsuamsnTIvIe Ny
(wuy 9.9.896 2)
7.2 fiusasmsudsdayamsaunsdeululszmada |
7.3 Musaamsudayadnsinsen
7.4 MNFoNDUEIWNA
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8. dayal3suiiisuiad - daide szuinenandalilnylulssan 2 fsmie
Tudsznalng Tungumathiasnnlsadamdunslundilszamsuauazaniloanss

9. Fayadusznainsuasunnlinmaih 1 luniidovaseandalilng
Tutsziam 2

doudl 2 : wanguuansnamwasdsumandalilnulussan 2 (PART 1L : QUALITY)
Usenaumie 4 nau Ao
maudl A : a13tiay (Section A : Table of Content)
Aaui B wagﬂ‘[mmmﬂ”m@mmw (Section B : Quality Overall Summary)
Tagdiauussenalinsaungauiidacig g fagialuil
S. JegdaucendAy (Drug Substance) Usznauaie
S1 ﬁagaﬁ"ﬂﬂ (General Information)
1.1 %8 (Nomenclature)
1.2 Ta59d519 (Structure)
1.3 Qmauﬁaﬁb’ﬂﬂ (General Properties)
S2 mM3uan (Manufacture)
2.1 GHE0 (2aR1NATNIN) (Manufacturer (s))
2.2 ABBLIENTTUIUMIHAAUALITAIUANNTLUIUMIHEA (Description of
Manufacturing Process and Process Controls)
2.3 M3MUANINGAU (Control of Materials)
2.4 MImuANIuABLMIHAATIdAD uazansiaEuas (Controls of Critical
Steps and Intermediates)
2.5 MINTINFDUANINYNADIYBINTEUIUMIHEAUAZ /1IN IUszdiuns
(Process Validation and/or Evaluation)
2.6 MINAUINTZUIUNITNEN (Manufacturing Process Development)
S3  MIATIANNBULLRWIE (Characterization)
3.1 msudealasadeuazan ez ay
(Elucidation of Structure and Characteristic)
3.2 §35:@aUu (Impurities)
S4 MsMuANINgAUMENdIAtY (Control of Drug Substance)
4.1 FaMUUANAIFTIU (Specification) UazMINFDTUIDIMINUATILH
(Certificate of Analysis)
4.2 BMIATLA (Analytical Procedures)
4.3 MINTINFBUANNYNABNUBIITMTIATIEN
(Validation of Analytical Procedures)
4.4 MINATLINMINANUAIU (Batch Analysis)
4.5 ms%t.mmqwawmﬁaﬁmuﬂmmgm (Justification of Specification)
S5 @SNINTFIUNIBINMIATIIU (Reference Standards of Materials)
S6 izuuﬂmmmﬁuzms@ (Container Closure System)
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S7  ANNAIFNIN (Stability)
P. wdanwsien (Drug Product) Usznauaa
P1 anuaeHdnsmsiuazdIulsznau (Description and Composition)
P2 MINAINNNLAFENIIN (Pharmaceutical Development)
2.1 %’agawmmsﬁﬂmﬁ@um (Information on Development Studies)
2.2 duUsznauzasndnnaien (Components of the Drug Product)
2.3 wanAn9iEN33U (Finished Product)
2.4 MINAUINTZUIUMINES (Manufacturing Process Development)
2.5 sxuuﬂmmm‘duwii@ (Container Closure System)
2.6 Qmawﬁ’amqa}aﬁﬁwm (Microbiological Attributes)
2.7 anunuleavaIndnimuei (Compatibility)
P3 MIKae (Manufacture)
3.1 gn5AaIUMINAN (Batch Formula)
3.2 NITVIUNITHEN WHIBNMINIVANNTELIUMNTHER
(Manufacturing Process and Process Control)
3.3 MImuguIuAauUMIHAATidFuazmslsiund
(Control of Critical Steps and Intermediates)
3.4 MINTINFBUANNYNEDIYBINTEUIUMIHEAUAZ/13D MIUTENUKD
(Process Validation and/or Evaluation)
P4 M3AMUANFITUTILGY (Control of excipients)
4.1 BamuuaNAsgIU (Specifications)
4.2 BMINATLA (Analytical Procedures)
4.3 ssUpudsifiundsifiennaywdviada
(Excipients of Human or Animal Origin)
4.4 a15ﬂ§thqu“7;Lﬂua15wﬁﬂ1waJ (Novel Excipients)
P5  MsmIuaNuaanaeid3agy (Control of Finished Product)
5.1 #aMWUANINIFIU (Specification) UAZUINFDTUTINTIATIZA
(Certificate of Analysis)
5.2 35mM3ANLA (Analytical Procedures)
5.3 MINTINTDUANNYNABIYBIIBNTIATIEN
(Validation of Analytical Procedures)
5.4 ms’immsﬁ‘éummﬁm (Batch analyses)
5.5 MINTINEULIRNIZaNE538UU (Characterization of Impurities)
5.6 nws%tmqumawm%’aﬁmumLaww (Justification of Specification)
P6  §1TNINTFIUNIBIFANINTIIU (Reference Standards or Materials)
P7 izuuﬂmmmﬁuzms@ (Container Closure system)
P8 @NNAIFNIN (Stability)
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P9 MaNFIUANNENYAUINANNMIEN (Product Interchangeability Equivalence evidence)
AT NUA AN TINANTIINSLAZENTIVIUA
@oufi C : tiiaw (Section C : Body of Data) NN3BG Y faoaluil
S. dayamienadAny (Drug Substance) Usznaueie
S1 %’agaﬁ"ﬂﬂ (General Information)
1.1 %8 (Nomenclature)
1.2 1598514 (Structure)
1.3 Qmauﬁa‘f;’ﬂﬂ (General Properties)
S2 MIWd® (Manufacture)
2.1 KGR (aafiannnimile) (Manufacturer (s))
2.2 ABBLIENILUIUMIHEALDLITAIUANNTEUIUMTHAN
(Description of Manufacturing Process and Process Controls)
2.3 MIAUANINGAU (Control of Materials)
2.4 MamuaNIuABLMIHAATIAD uar Masiuas
(Controls of Critical Steps and Intermediates)
2.5 MINTINTDUANNYNABIYBINTEUIUMIHEAUAZ/ 93D MIUTLNUKD
(Process Validation and/or Evaluation)
2.6 MINAUINIZUIUMIHAN (Manufacturing Process Development)
S3  MINTINNNBMULLRWIE (Characterization)
3.1 mMsuaelaNa NuazanHaIRIIEaY
(Elucidation of Structure and Characteristic)
3.2 &35:aUu (Impurities)
sS4 MIMUANINOAUAIENEIATY (Control of Drug Substance)
4.1 FaMUUANAIFIU (Specification) UazHINFDTUIDIMIUATILH
(Certificate of Analysis)
4.2 M0 TLA (Analytical Procedures)
4.3 MINTINFBUANNYNABNUBIIZTMTIATIENR
(Validation of Analytical Procedures)
4.4 MINANENINEAUGAZIU (Batch Analysis)
4.5 ms%mmmqwaﬂa\‘tﬁaﬁmuﬂmmgm (Justification of Specification)
S5 mammgmw‘%af?aqmmgm (Reference Standards or Materials)
S6 izuuﬂmmmﬁuzms@ (Container Closure System)
S7  ANNAIFNIN (Stability)
P. udaAwsE (Drug Product) Usenauaa
P1 anwazHdndmiLazdulsznay (Description and Composition)

P2 MINAMNNNLAFENIIN (Pharmaceutical Development)

2.1 %’aa&aw NMIANIWANL (Information on Development Studies)
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2.2 dulsenauzasndnnnien (Components of the Drug Product)
2.2.1 Mendae (Active Ingredients)
2.2.2 @5U59uee (Excipients)
2.3 udaAmie333U (Finished Product)
2.3.1 msﬁ'@umg{m@‘h%’u (Formulation Development)
2.3.2 ﬂ%mmmﬁl,ﬁu (Overages)
2.3.3 AMENUAMANMEMNN LaENNEINE
(Physicochemical and Biological Properties)
2.4 MINAUINTZUIUMINES (Manufacturing Process Development)
2.5 sxuuﬂmmm‘duwii@ (Container Closure System)
2.6 AMINUANINATIINE (Microbiological Attributes)
2.7 aNWINNulazeIHdnnnel (Compatibility)
P3  mMINae (Manufacture)
3.1 gn5AaIUMINAN (Batch Formula)
3.2 NITVIUNTHEN WHTTMINIVANNTEUIUMITHER
(Manufacturing Process and Process Control)
3.3 MImUANIUABUMIHAATIdAT WovanTHstuns
(Control of Critical Steps and Intermediates)
3.4 msmmaa‘ummgﬂéfm?lmﬂixmumimﬁmLLaz/%'%a MIUTLLHUND
(Process Validation and/or Evaluation)
P4 M3AUANTNTUFUGN (Control of excipients)
4.1 2aMUUANINTFIU (Specifications)
4.2 BMINALA (Analytical Procedures)
4.3 sstpudsifiundshifiennuywdviada
(Excipients of Human or Animal Origin)
4.4 a15ﬂ§thqu“7;Lﬂua15wﬁﬂ1waJ (Novel Excipients)
P5  MIMUANKAAAMIaN5a3U (Control of Finished Product)
5.1 2aMuuUALNIE (Specification) UWaLHINFBSUTDINMTIATIER
(Certificate of Analysis)
5.2 35mM3A¢% (Analytical Procedures)
5.3 MIATINEBUANNYNABNYBNITNMINATIENR
(Validation of Analytical Procedures)
5.4 mﬁmswﬁéumiwﬁm (Batch analyses)
5.5 MINTINEULIRNIZaE538UY (Characterization of Impurities)
5.6 ms%t.mmqwawm%aﬁmumaww (Justification of Specification)

P6  §1TNINTFIUNIBIFANINTII (Reference Standards or Materials)
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P7 SSUUTJGT’ZIBQJH%HSUS‘SRQ (Container Closure system )
P8 @NNAIFNIN (Stability)
- uwa@ﬁmmmmamw (Stability Summary and Conclusion)
- FemsAnwaNNAsEMNLazMSUSE lUMSANNANUAIEMNHAIRAINE
lﬁ%luaqﬂalﬁﬁﬂwﬁﬂﬂ (Post- approval stability protocol and stability commitment)
- UBNAANNAIENN (Stability data)
P9  MENFIUANNENYAVBIHANNMHEN (Product Interchangeability Equivalence evidence)
- wamsﬁnm%muga (Bioequivalence Study Data)
AT NUA AN TINANTIIMNSUAZENTIVIUA
- In Vitro — In Vivo Correlation
AT NUA AN TINANTIIMNSUAZENTIVIUA
@audi D l,anmsayn'éﬁﬁ&‘hﬁ’mﬁﬂd’%’umiﬁﬁmﬁ (Key Literature References)
dmsumstwanansludui 2 ‘f‘zT:lJ'm@iwauﬁﬂmﬁﬁmumlﬂmaﬂzmf‘%m “Yamniue
waztenansigasiulumstiunzdeudiuenin (New Drugs) WUl ASEAN HARMONIZATION

Fuunemulssianenlvn”?

duf 3: l,anmmamw”agaﬁlaﬂ“ﬁ'mﬁﬁnmmmﬁﬁﬂ (Part 3 : Nonclinical Document)

Lanaﬁ'chuﬁ Usenaume 5 @au (Section)

aauil A &15U8y (Table of Contents)

aauil B mwnmaqil'ayaﬁlﬂﬁmsﬁnmmmaﬁn (Nonclinical Overview)

mauil ¢ unasurasiayaiililamsdnmnmeaainludnuasmussmauazmes
(Nonclinical Summary : Written and Tabulated)

@aufl D enumsanRlildnmsanmnmenaiin (muﬁ@'t%'mmmuﬁmﬂﬁ)
(Nonclinical Study Report) (as requested)

mauﬁ E swsmm,aﬂmsa"wﬁqﬁﬁm“ty (List of Key Literature References)

dufi 4: (@NFIIUAAITBYINIITANYINIAANUN (Part 4 : Clinical Document)
nassuiiUsznaudis 6 aau (Section)

mauﬁ A &95Uey (Table of Contents)

maufl B MWTINYBIBYIMIANHIVNNAGTEA (Clinical Overview)

mauil ¢ unagluasdiayems@nwmneadiin (Clinical Summary)

@aUdl D MINPINMIIBIMSANINIAGTNRINNG (Tabular Listing of All Clinical Studies)
@audi E 18umsanmeaadin (813 (Clinical Study Reports) (If applicable)

Maun F samsienanseasnidnaey (List of Key Literature References)

gd.2 (enluna) 8



sunguineenawiolvlny L1 \©0men

]
=

dwmsumstwenasludun 3 dwn 4 lusagneasideanmvualiluenasises
“damruauazianasnaeiulumsaunziioudsvenlyy (New Drugs) wuu ASEAN
Harmonization Zauunmuuseinnenlya”

gdl.2 (enlusl) 9



W& LL saunguansgenawialyTny

NVANUIN

gd.2 (enlua) 10



sanguingenawiolvlng L \omE&
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dauii 1 dayandluazdayevasenaniiolilnyludszian 2 (anlni)
(PART I: Administrative data and product information : New Drug)

MAUN A : A1 (SECTION A : Introduction)
wnssaniidudayamlluazdaysvasenandalilneludszin 2 (enlvd) wldUsznaude
WINaFDSUI9 WUy ASEAN HARMONIZATION 289Ka0Aunza

LAY TUD e eeeeennn

nguen () ANALGESIC ( ) ANTITUSSIVE ( ) ANTIPERISTALTIC
() OTHER (1U3a3zynguen)

Usztnnenluy

[] New Chemical Entity (NCE) [ ] New Indication (NT)

[ New Combination (NCO) [] New Delivery System (ND)

[] New Route of Administration (NR) [] New Strength of Approved NCE (NS)

[] New Dosage form of Approved NCE (NDOS)

@auil B : @13Ua (SECTION B : Table of Contents)

HANSATINSUA LB
9NITLANET uilad | wih | (@wmsuRwmin)
= 1y
F a4l
Vv a v o W a
1. nasaNdsayavuenasmnuenEandalvilny (] (]
Tudszwnn 2 (wuu 288 2. AR)
2. WUy d 2.1 [ [
3. sUdes@adaeidhIuenawda ilnyludssnn 2 e [ [
anvadau/Nanadisu/d sUuuu dyanvol o
Madune
4. ¥1Nd5UI8Y (Certifications)
4.1 nadidhSusnandalvilnylulszom 2 wdalulszme
- g3vayanendauauagluaNN)uINEIAIHEN 0 0
u 9 v 9
wazaLIMINEaSUIBNASHIUITMSNA LUMSHER
(GMP)
- gsulvayaneiililuasauasasmenandollng ] ]
Tuszion 2
- gsulvayanendezeeiandalilnyludszan 2
& = av v o D D
tasslagilums@nuidaanumsunne
4.2 nsdhhuheiusnandelilnylulsznn 2
Vo o G Q'I L v
- guayanamhvdadienunuagtiudhanly [ [
FYDIDNINIMNNY UM IE I8N
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- g5ulvananeiililuasauasaseeandalilng [ [
Tudsznn 2
- wilsdauaarndugunuimiheveudoly [l []
aNUszIne
L= a L 'S ..
- WildaSUTDINANNMIIEN (Certificate of [l []
Pharmaceutical Product) ¥#38%19&3U589
MINNINEY (Certificate of Free Sale)
- NMNEaSUTBINEITIITMINERENTH (GMP) [ [l
YDIWAN
5. aa1n (Labeling)
5.1 aANNNUNAUTTY [] []
k4 a [ d o W a
6. tayauakdnN i TueEnda lilnyludszan 2
(Product information) A8 t@AFSMAULLENAA LV LN
lutszunn 2 Rdasiidayamuidac g ifvuali
= vV 1
1 3 wuy laun
6.1 Package insert [] []
6.2 Summary of Product Characteristics ED) 0 0

Product Data Sheet
6.3 Patient Information Leaflet (PIL) [ []
213 lFenasmnuendande i lnyludseian 2
MALUU 6.1 W3 6.2 asalaadhaniienle

7. M3usaegEHudze (Applicant declaration) laun
7.1 M3UTNREuMYe (WU 9.5.89 2.)
7.2 M3useemsudsdayamstunsieululszimneasing

7.3 M3UIBIMIUNTBYAENEURTEN
7.4 VINFDNBUDIUIA

N O B R B
N O B B

8. fayalSaufiaudad - daide szuineEnia lilny
Tudszan 2 lungumsihiiasnmnlsadeniu
lanunsdaululsamalnaudmsluwivssansua
wazANuUaaade

9. Hayamuszinainuazinldumah g lumeniie [ []
yasenEnda lvilnelulsziom 2
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anasandsdayavuanasmnuaanio lilnyludsenan 2

1. FaenuuwanasmivenEndaliinylulszon 2 HenasmseNsITIt. . nih
LUUMNTSILUY 288 2. AR F9R0astBanmMsanedemumsdituun

2. Faenasanedalgun
2.1 l@NENSANBIN 1 Ao

2.2 19NENTDNDIN 2 AD

2.3 LANFITD NN 3 Aa

2.4 L@NFITONDIN 4 Aa

v a d‘ P
2.5 LANTITDNDIN O ABuccieiciicrcrciirniienisisaiassesessssissssessassssessssssssss

2.6 LANFITDNDIN 6 Aa

v a d‘ P
2.7 LANTVTDNDIN T ABucerirciiccciirnicneniensisaiisssesessssissssessassssessssssssss

2.8 LANFITD NN 8 Aa

v a d‘ P
2.9 ANTITDNDIN D ABuccccicrricesssssessssessassssessssssssss

2.10 1@NE5DNDNN 10 Pa
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Nyazdaansandedayaluanasinuanandalilnyludssian 2

LUy Package Insert

v v o %4 = v - t:'
1A AN @I IAINUSILENHR LA LNy @NEITBINDIN /

Taisi

b0}

Tulszuan 2 ¥V DNFITDINDY

1. Pharmacodynamics/ Pharmacokinetics

2. Indication

3. Recommended Dose

4. Mode of Administration

5. Contraindication

6. Warnings and Precautions

7. Interactions With Other Medicaments

8. Pregnancy and Lactation

9. Undesirable Effects

10. Overdose and treatment

11. Storage Condition
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Taisi
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20 AN IAINUSLENAR L1 Iny

Tulszuan 2

Y o o
tangdlITaaadn /

¥V ANFITD19DY

1. Clinical Particulars

1.1 Therapeutic indications

1.2 Posology and method of administration

1.3 Contraindications

1.4 Special warning and precautions for use

1.5 Interaction with other medicinal Products

and other forms of Interactions

1.6 Pregnancy and lactation

1.7 Effects on ability to drive and use machine

1.8 Undesirable effects

1.9 Overdose

. Pharmacological Properties

2.1 Pharmacodynamic Properties

2.2 Pharmacokinetic Properties

2.3 Preclinical safety Data
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g 2 nanguuamsaunnzasssusania lilnyludszan 2 (anlnal)
(PART 1I : Quality)

1. %8 e U FUT s

nguen () ANALGESIC () ANTITUSSIVE () ANTIPERISTALTIC
() OTHER (1U5a3zynguen)

UszLanenlna

[] New Chemical Entity (NCE) [] New Indication (NI)

[ ] New Combination (NCO) [] New Delivery System (ND)

[] New Route of Administration (NR) [] New Strength of Approved NCE (NS)

[] New Dosage form of Approved NCE (NDOS)
2. EMsLanasNe
SECTION A : @131iay (Table of Contents)

WANINTIAIUAIVD
IYNITLANENT wilsdi | wh | (Fwsudwmihn)
Y Y
SECTION B : Uﬂﬂ@ﬂimﬂ‘saumy”luqmnﬁw
(Quality Overall Summary)
S. ?mqﬁué’amﬁwﬁnuj (Drug Substance)
S1 %’ayja‘f"ﬂﬂ (General Information)
1.1 %o (Nomenclature) [l H
1.2 Ta59d59 (Structure) [] H
1.3 Qmauﬂaﬁbﬂﬂ (General Properties) [] [l
S2 MW (Manufacture)
2.1 JWaA® (afNATni) (Manufacturer (s)) [ []
2.2 AMBFLNENTEIUNITHAAULITAIUANNTELIUNIHE D 0 0
(Description of Manufacturing Process and
Process Controls)
2.3 MIAUANINYAU (Control of Materials) [ [
2.4 mimuquﬂy’umaummamﬁﬁwﬁm uaza s Uns 0 0
(Controls of Critical Steps and Intermediates)
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HANIIAIINIUAIAD
TaNsands wilad | widh (Fwsudmii)
Y Y
2.5 ﬂ’]i(ﬂi')"\]ﬂﬂ‘uﬂ'ﬂNQﬂ(;]’aQ?laﬁﬂ'ig‘lJ')'Hﬂ'ﬁNamLLaﬁ‘J/ D D
w39 IUszlUNS (Process Validation and/or
Evaluation)
2.6 MSNAUINIZTUIUMTHES (Manufacturing Process [] [
Development)
S3 MINTIASNBAULLRNIE (Characterization)
3.1 MIUFNLANEINUAENYEIANIETY [ ]
(Elucidation of Structure and Other Characteristics)
3.2 #15138Uu (Impurities) [] []
S4 MsAuANINgAUMENTIATY
(Control of Drug Substance)
4.1 9aMUUANINIFIU (Specification) WAZUINHD [ [
SUTBNMIIATEA (Certificate of Analysis)
4.2 35M3ANLY (Analytical Procedures) [ [l
4.3 MINTINFBUANNYNADWBITNIINATIET (] ]
(Validation of Analytical Procedures)
4.4 MAATLIMIHEAUGSZIY (Batch Analysis) ] []
4.5 MaBuasvauaasiamuue (Justification of
Specification)
S5 ANINANIFIUNIBITANINTTIY (] [
(Reference Standards or Materials)
S6 izuuﬂmmmﬁuzmiﬁg (Container Closure System) [] []
S7 @NNANFMW (Stability) ] []
P. HaH TN (Drug Product) [ []
P1 anuauzenuazalulsznau (Description and Composition) ] ]
P2 MINAUINNLNFINTIN (Pharmaceutical Development)
2.1 40yeuaIMIANIWMU (Information on 0 0
Development Studies)
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WANIINTINIUAIUD
F18NIILBNEI wilad | Wi (Fwsudmii)
Y N
2.2 dulsznausaInand agien [ [
(Components of the Drug Product)
2.3 udafaian5agy (Finished Product) 0 0
2.4 MINANNIZTUVIUNMITHES 0 0
(Manufacturing Process Development)
2.5 5xUUUn2e9MEULus39 (Container Closure System) [] []
2.6 AMENURNNYAYEVINEN (Microbiological Attributes) ] []
2.7 anuinnulauendnn el (Compatibility) 0 0
P3 MIWae (Manufacture)
3.1 g03ENGATUMIHEA (Batch Formula) [] [
3.2 NTEUIUMITHAN WaITMIMIUANNTELIUNITHER 0 0
(Manufacturing Process and Process Control)
3.3 MImuANIuABLMIHAATI AyuevaTistun (] (]
(Control of Critical Steps and Intermediates)
3.4 MINTIFDUANINYNG BIWBNNTEUIUMIHER 0 0
waz/13e MIUSLLAUND (Process Validation
and/or Evaluation)
P4 mimuqumsﬂ?qum (Control of excipients)
4.1 A9MUUANINTF I (Specifications) [l H
4.2 MNP (Analytical Procedures) [] []
4.3 dstsudifiundsiifionnuywiviadat [ [
(Excipients of Human or Animal Origin)
4.4 miﬂqmmﬁﬁﬂumiﬁﬁﬂlwﬁ (Novel Excipients) [] []
P5 MIMUANKANAN9ITITIFU
(Control of Finished Product)
5.1 AaMWUANINTZIU (Specification) UAZWINED 0 0
SUIBNMINATIEA (Certificate of Analysis)
5.2 MIIATEY (Analytical Procedures) [ []
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HANIIAIINIUAIAD
TaNsands wilad | widh (Fwsudmii)
Y Y
5.3 MINTINFDUANINGNEDIWBIBNIINATIEH [ [
(Validation of Analytical Procedures)
5.4 MIIUATILNTUMIKNEA (Batch analyses) [ [
5.5 MINTINNBULANIZYIEN TR [ ]
(Characterization of Impurities)
5.6 ﬂ']i%l,lﬁ\mLW@!N@?IBQ%?]#]WH@LQW'W D [I
(Justification of Specification)
P6 §153NATIUNIDIFNINATTIU [ [
(Reference Standards or Materials)
P7 ixuuﬂmmmﬁuwssg (Container Closure system ) [ []
P8 ANNAIFMN (Stability) [ [l
P9 MANFIUANINENYAVBINANNTTEN [ [
(Product Interchangeability Equivalence Evidence)
SECTION C : vﬁam (Body of Data)
S. 10g@uaendnny (Drug Substance) [ [l
S1 %’ayja‘f"ﬂﬂ (General Information)
1.1 %o (Nomenclature) [l [l
1.2 Ta59a319 (Structure) [ []
1.3 Qmﬂuﬂ’aﬁl”ﬂﬂ (General Properties) [l [l
S2 MINae (Manufacture)
2.1 JWaAn (afaNATni) (Manufacturer (s)) [l [l
2.2 MRBNENTLNIUMSHANBLITAUANNTTLIUMING D 0 0
(Description of Manufacturing Process and
Process Controls)
2.3 MIMUANINGAU (Control of Materials) [] []
2.4 mimuquﬂy’umaummamﬁﬁwﬁm waz aINsEUNS 0 0
(Controls of Critical Steps and Intermediates)
2.5 m‘im‘i’sﬁlaaumﬁugﬂéfammn’izuaum’swamLLaz/ D [I
wWIamMsUszlune (Process Validation and/or
Evaluation)
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HANIIAIINIUAIAD
F18NIILBNEI wilad | Wi (Fwsudmii)
Y N
2.6 MSNAUINTZTUIUMIHES (Manufacturing Process 0 0
Development)
$3 MIATINBULLANIE (Characterization)
3.1 MIUEMNIANEINUAENEEIANIETY [ [
(Elucidation of Structure and Characteristic)
3.2 §15199UU (Impurities) ] ]

S4 MIMUANINYAUMIENEIALY

(Control of Drug Substance)

4.1 A9MUUANINGGIU (Specification) UazWINED
SUTRIMTIANLA (Certificate of Analysis)

4.2 3MIIANLY (Analytical Procedures)

4.3 MINTINFDUANINYNABIYBNITNINATEH
(Validation of Analytical Procedures)

4.4 MIWANLIMNIHEAUGIETU (Batch Analysis)

4.5 MIBUAUNGHDYDITBMNUA (Justification of

O O O oo o
O O O oo o

Specification)
S5 MTNATFIUNIRITANIATFIU 0 0
(Reference Standards or Materials)
S6 53uuﬂmﬂaqmﬁuwssq (Container Closure System) [] []
S7 @NNAIFEMN (Stability) [] []
P. udaAsien (Drug Product) [] []
P1 anuuziazaIulsznay (Description and Composition) [] []
P2 MIWANMNLAEENTSN (Pharmaceutical Development)
2.1 BayareaMsAnHWaN (Information on (] (]
Development Studies)
2.2 dHulsEnauraINannmien (Components of 0 0

the Drug Product)
2.3 wanAueisi5a3U (Finished Product)
2.4 MINAUINIZTUVIUNMTHES (Manufacturing Process

Development)
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WANIINTINIUAIUD
TaNsands wilad | widh (Fwsudmii)
Y Y
2.5 izUUﬂﬂﬂBﬂﬂﬂﬁuzUii“g (Container Closure System) ] ]
2.6 AMMENUANNYAEIING (Microbiological Attributes) [] []
2.7 ANUEINNULAYDINEAN I (Compatibility) O []
P3 M3ua6 (Manufacture)
3.1 gA9eNABIUMIHEe (Batch Formula) ] []
3.2 NILUIUMTHAN UBLMIAIUANATEUIUMNTHAA 0 0
(Manufacturing Process and Process Control)
3.3 MamuANTUABLMIHANTId AyuazaTHstuns [ [
(Control of Critical Steps and Intermediates)
3.4 MINTINFDUANNYN BIWBNNTEUIUMTHER 0 0
wae /130 MIUseiliune (Process Validation
and/or Evaluation)
P4 M3AMUANTTUFIUAY (Control of excipients)
4.1 A9MUUANING I (Specifications) [] []
4.2 35M5ANLY (Analytical Procedures) [ []
4.3 dsUpudifiundsiuionnuywiviadat [ ]
(Excipients of Human or Animal Origin)
4.4 miﬂqmmﬁﬁﬂumiﬁﬁﬂlwﬁ (Novel Excipients) ] []
P5 MImuANKEas meidi3a3U
(Control of Finished Product)
5.1 gamruaawie (Specification) WaznilNED (] ]
SUTANMIINANEA (Certificate of Analysis)
5.2 AMIIATIEY (Analytical Procedures) [] []
5.3 MINTINTDUANNYNABNYDNIBTMTINATIEN 0 0
(Validation of Analytical Procedures)
5.4 MTIUATILNTUMIKNEA (Batch analyses) [] []
5.5 MINTINHULIRWIZYDIE S UY 0 0
(Characterization of Impurities)
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WANIINIIAIUAITA)
F18NIILBNEI wilad | Wi (Fwsudmii)
Y N
5.6 miétmmqwawm%’aﬁmumaww (] (]
(Justification of Specification)
P6 §153NATIUNIDIFNINATIY [ [
(Reference Standards or Materials)
P7 szuulUauaemsurussy (Container Closure system) [] []
P8 ANNANEMNUBIHANNMY (Stability)
- wa‘;ﬂﬁmmmmamw (Stability Summary and N N
Conclusion)
- AEMSANNANUAEMNUBLAISUTBI LU TANE (] (]
ANuAEMWUaINNeNl@suayld e
(Post- approval stability protocol and stability
commitment)
- JAYAANNANFMNW (Stability data) [] [
P9 NaNTIUANINENNAYBIHEN A ieN 0 0
(Product Interchangeability Equivalence Evidence)
@audi D : l,anmsayn'éﬂﬁéhﬁ’mu (97%) (] (]
(SECTION D : Key Literature Reference, if applicable)
GNITREY fHun
( )
Sudi
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#uh 3 s"mmsl,anmmamﬁ'aa&aﬁlaﬂﬁmsﬁnmmmﬁﬁn

(Checklist of ASEAN Common Technical Document : Part Nonclinical)

1. %8 eeeeeeeeeeeeeeenese s BOUFUT s

nguen () ANALGESIC () ANTITUSSIVE () ANTIPERISTALTIC
() OTHER (1U5a3zynguen)

UszLanenlna

[] New Chemical Entity (NCE) [] New Indication (NI)

[ ] New Combination (NCO) [] New Delivery System (ND)

[] New Route of Administration (NR) [] New Strength of Approved NCE (NS)

[] New Dosage form of Approved NCE (NDOS)
2. EMsLanaIsNe
mauii A (SECTION A) : é131iay (Table of Contents)

Namimuﬁﬁuﬁmaﬂ
uNINaNEII wiladi | wih | (§wsudwmii)
Y Y
aaufl B (SECTION B) : mwsmwm&huﬁ'agaﬁlaﬂﬁ
ﬁ'agammaﬁn (Nonclinical Overview)
1. tnasilagnly (General Aspects) [] []
2. L‘ﬁamuaxgﬂuuu‘[mm%ﬁq (Content and structural 0 ]
Format)
@aufl C (SECTION C) : unagﬂwaqﬁ'aa‘faﬁlaﬂﬁ
ﬂ’liﬁﬂﬂ']?l']ﬂﬂa‘ﬁﬂ Tuﬁ'ﬂwmsﬁmﬁmﬂLLaxﬁ'ﬂmemi’N
(Nonclinical Summary : Written and Tabulated)
1. unaquiayaiililédayanenain ludnwmzdusses
(Nonclinical Written Summary)
1.1 tnd2Inen (Pharmacology)
1.1.1 tndawamansUgngi [ [
(Primary Pharmacodynamics)
1.1.2 Lndawamansnaani [ [
(Secondary Pharmacodynamics)
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WANIINTINIUAIUD
NIFBNES wiladt | mh | (§wmsudmbi)
Y Taidi
1.1.3 arinmnanuilaaans [ [
(Safety pharmacology)
1.1.4 duasnsenesen lumunssnadans [ [
(Pharmacodynamic Drug Reactions)
1.2 LN§YaaUMan3 (Pharmacokinetics)
1.2.1 M39Qa%n (Absorption) [] [
1.2.2 M3nszagen (Distribution) [ [
1.2.3 Wunuadda (Metabolism) mMsiSeutiau [ [
melu species (Inter—species comparison)
1.2.4 Msauaeen (Excretion) O O
1.2.5 dunsnsenvasenlumunsuaaumans [ [
(dauﬁlﬂﬂ%’ayjammaﬁﬂ) Pharmacokinetic
Drug Interaction (Non-clinical)
1.2.6 M3ANAY TMIUNGHIaUMTAT [] []
(Other Pharmacokinetics Studies)
1.3 WwInen (Toxicology)
1.3.1 anudufivfiiennmsldenesuden (] (]
(Single Dose Toxicity)
1.3.2 enuflufisfiiannmsliendh g 0 0
(Repeat Dose Toxicity)
1.3.3 mwmﬂuﬁwmaﬁuqniiu (Genotoxicity) [] []
1.3.4 M3naNz3e (Carcinogenicity) ] ]
1.3.5 anuufivdamsdunuguazvmunns 0 0
NG (Reproductive and developmental
Toxicity)
1.3.5.1 anuansolumsdunug 0 0
wazanMszasceauluszazusn (Fertility and
Early Embryotic Development)
1.3.5.2 Wannmsvauenyusle-msauluasss [ [
(Embryo-fetal Development)
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WANIINTINIUAIUD
1NIFENEIS wilad | wh | (§wmsudmbi)
Y Taidi
1.3.5.3 WanmMsuasdisauninounase [ ]
W3 DVaINADATININTN BT (Pre-Natal
and Post-Natal Development including Maternal
Function)
1.3.6 ANUNUERWET (Local Tolerance) ] []
1.3.7 M3AnAEINeNdU ) (Other Toxicity [ (]
Studies, if available)
2. unaguasdayaililddayamenadin ludnuaas [ ]
(Nonclinical Tabulated Summaries)
@audi D (SECTION D) s1aaumsanunii lildnisdne
NNAFNUD (muﬁg’ﬁ%mmmﬁmms) (Nonclinical Study
Report (As requested))
1. @315y (Table of Content) [ [l
2. LNd%INeN (Pharmacology)
2.1 mﬁ'ﬁwamam%ﬂgugﬁ (Primary Pharmacodynamics ) [ []
2.2 mﬁﬁwamam%naaqﬁ (Secondary Pharmacodynamics ) [ []
2.3 LndInenaNNUanane (Safety Pharmacology) [] []
2.4 DUAIN3ENVRIEN LU UATTNAAFAS (] ]
(Pharmacodynamics Drug Interactions)
3. LN§YDUAMENS (Pharmacokinetics)
3.1 FFIANLAUALNENUMINTIAFTDUANNYNG B (] (]
(Analytical Methods and Validation Reports)
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WANIINIIAIUAITA)
NIFBNES wiladt | mh | (§wmsudmbi)
Y Taidi
3.2 M390ZN (Absorption) N []
3.3 mMsnszaneen (Distribution) [] [
3.4 LIUNUDATY (Metabolism) [] [
3.5 mMzuenae (Excretion) ] ]
3.6 dunsnIenasenlumunFgIaUmans (] (]
(dauﬁlﬂﬁﬁagammaﬁﬂ)
Pharmacokinetics Drug Interaction (non-clinical)
3.7 MIANEDU ) MAUNFHIaUMTAT [] []
(Other Pharmacokinetics studies)
4. WeInen (Toxicology)
4.1 enududivitiennmslieadudion [ [
(Single dose toxicity)
4.2 enudlufiwfiienmsliens ) 0 0
(Repeat dose toxicity)
4.3 aNUUURNBMINUENIIN (Genotoxicity)
4.3.1 M519929luraaaNaa8d (in vitro) [ H
4.3.2 msnaaasludiizia (in vivo) [] [
4.4 M5ABNLIS (Carcinogenicity)
4.4.1 ms@nwluszezend (Long-term studies) [] []
4.4.2 msannluszezdundeluszazihunaa [ [
(Short or medium term studies)
4.4.3 M3ANMBYU 9 (Other studies) [l H
4.5 anutuiindamsduiuguasiannmszesisey
(Reproductive and developmental Toxicity)
4.5.1 enuansalumsiuiuguasiannmszes [ [
moauluseezusn (Fertility and Early
Embryotic Development)
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WANIINTINIUAIUD
1NIFENEIS wilad | wh | (§wmsudmbi)
Y Taidi
4.5.2 Wanmsuauanusla-meauluasssd [ [
(Embryo-fetal Development)
4.5.3 WanmMsyaeisauniiounannria [ ]
¥SIABBATINNANTNTIBITIUS (Pre-Natal
and Post-Natal Development including
Maternal Function)
4.5.4 madnwlugndafildiuen uaz/vda 165y [ [
mUsziuiinda (Studies in which the
offspring are dosed and/or further evaluated)
4.6 mm‘numwwzﬁ (Local tolerance) [ [l

= d‘ a A Y o
4.7 MIANEDU °) NNNEINE (01N)

(Other toxicity studies, if available)

4.7.1 M3NBHNFIUMY (Antigenicity)

4.7.2 Wy6idszUUNNANNY (Immunotoxicity)

4.7.3 M30nen (Dependence)
4.7.4 Wunualay (Metabolites)
4.7.5 §15190U (Impurities)
4.7.6 U °) (Other)

@auil E (SECTION E) 318n15tand19a9aandaey

(List of Key Literature Reference)

N I Y Y O B O
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Ei']uﬁ 4 ‘J"Iflﬂ"ﬁl,i’]ﬂﬂ']iLLﬂﬂﬂﬁa&daﬂ’]saﬂH’]ﬂ']ﬂﬂaﬁﬂ
(Checklist of ASEAN Common Technical Document : Part Clinical)

1. %8 e U FUT s

nguen () ANALGESIC () ANTITUSSIVE () ANTIPERISTALTIC
() OTHER (1U5a3zynguen)

UszLanenlna

[] New Chemical Entity (NCE) [] New Indication (NI)

[ ] New Combination (NCO) [] New Delivery System (ND)

[] New Route of Administration (NR) [] New Strength of Approved NCE (NS)

[] New Dosage form of Approved NCE (NDOS)
2. EMsLanasNe
mauii A (SECTION A) : é131iey (Table of Contents)

KANIIATIVIUAIAD
IYNITLANENT wilsdi | wh | (Fwsudwmihn)
Y Y

maufl B (SECTION B) : MW3INMUAIHN

(Clinical Overview)

1. aua lUMINANHEA o9 (] (]
(Product Development Rationale)

2. MWTINYBNTUNTBNIIY 0 0
(Overview of Biopharmaceutics)

3. MWTINYBLAFTINENNINABUN 0 0
(Overview of Clinical Pharmacology)

4. mwiueulszansmwlumssnm [ [
(Overview of Efficacy)

5. MWNINAUANNUIRANY (Overview of Safety) [] []

6. unagUdulslemialasuduamandes [ [
(Benefits and Risks Conclusions)

aauf C (SECTION C) : una3unieaaiin

(Clinical Summary)

1. unaglzaamsAnsnNgundsnssuuaisiensv [ [
'ﬁtﬁlmﬂ'm (Summary of Biopharmaceutic Studies and
Associated Analytical Method)
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WANIINTINIUAIUD
TaNsands ufladi | wi (Fwsudmii)
Y Y
1.1 anudlumnuazmwsiu [ [
(Background and Overview)
1.2 unagueaanamsAnsudasmMIdne (] (]
(Summary of Results of Individual Studies)
1.3 MsSauiigutasImNLiNaraIN SANEN AN 9 [ ]
(Comparison and Analyses of Results Across Studies)
MANUIN 1 (Appendix 1) tnanstiuialudn [] []
\Rendas Tusassy
2. unaslraemsAnLndIngIneaaiin
(Summary of Clinical Pharmacology Studies)
2.1 anuduInuazmMnsIn 0 0
(Background and Overview)
2.2 unaglrInanIsANMILAazMAN [ [
(Summary of Results of Individual Studies)
2.3 MSUSEUNEULELIPNLTNEVBINSANENAIN 9 [ [
(Comparison and Analyses of Results Across Studies)
2.4 MSANNNLAAN 9 (Special Studies) [ []
MONUIN 2 (Appendix 2) nanstivainludud [] []
{Rendios Tusaszy
3. unagumudszansawnmandiin
(Summary of Clinical Efficacy)
3.1 anudlumnuazmwnueasdssansmwmendiin 0 0
(Background and Overview of Clinical Efficacy)
3.2 unasUraIHaMsSANIUGaEM AN 0 0
(Summary of Results of Individual Studies)
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WANIINTINIUAIUD
F18NIILBNEI uiladi | Wi (Fwsudmii)
Y i
3.3 MsUSaUgULaLIANLHNEYDINSANENAIN 9 (] (]
(Comparison and Analyses of Results Across Studies)
3.4 MAlaNsidayanadiinfiduRusAunNa [ [
‘ﬁ'l,l,u::ﬁ’l (Analysis of Clinical Information Relevant
to Dosing Recommendations)
3.5 anuaaliiswensransuausz/vse aAnunusam 0 0
(Persistence of Efficacy and/or Tolerance Effects)
MenUIN 3 (Appendix 3) onanstivaiinludud [] []
\Aendes Tusassy
4. unasyanuUapndenandiin
(Summary of Clinical Safety)
4.1 Mmsl@suen (Exposure to the Drug) [] []
4.2 130l liNU52a9A619 9 (Adverse Events) O O
4.3 Mm3UsztiunanNeainNniasU uams 0 0
(Clinical Laboratory Evaluations)
4.4 SN, SANUINMNINTINTNME, Laz 0 0
Fadaneauq fdmfuanulasase (Vial Signs,
Physical Findings, and Other Observations Related
to Safety)
4.5 anudasadalunguiiiay wazlugomumsaliiiey [ [
(Safety in Special Groups and Situations)
4.6 %’aa&awé’qmnmia‘imﬂmm (Post-marketing Data) [ []
MONUIN 4 (Appendix 4) tonanstivaiinluaiud [] []
{Rendios Tusaszy
5. UNANINEDYDNLADZMTANE 0 0
(Synopses of Individual Studies)
SECTION D M319518M15289mM 3N Inanainninan 0 0
(Tabular Listing of All Clinical Studies)
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v

SECTION E 578UMSANHININAIHD 813

(Clinical Study Reports (if applicable))

O [

1. NENUMSANNUITINTENITN

(Reports of Biopharmaceutic Studies)

1.1 M89UMIANE BA (BA Study Reports)

1.2 ManumsanwiSauliisu BA w3a BE
(Comparative BA or BE Study Reports)

1.3 ENUNMTANHANUTNNUSUBINITNAD DY
lunasanaassuazludeiidin
(In vitro-In vivo Correlation Study Reports)

1.4 BOUMIIANLALeeTINBUaIT AR
dwnsumsdnulunysd (Reports of Bioanalytical

and Analytical Methods for Human Studies)

2. MENUIBIMsANMTRET st U Fraaumans
ﬁi%’%ﬁaqmnméwﬁ (Reports of Studies Pertinent to
Pharmacokinetics using Human Biomaterials)

2.1 NENUMSANHMIAUAUNIFIN U Y
(Plasma Protein Binding Study Reports)

2.2 PENUMSANHIRIITUNUNUDIATIT UL
aun3naeNua9en (Reports of Hepatic Metabolism
and Drug Interaction Studies)

2.3 nenumsAnnlagliiaiiagiu ) sasuyud

(Reports of Studies Using Other Human Biomaterials)

3. NenUMsAnnTERaumansluayud
(Reports of Human Pharmacokinetic (PK) Studies
3.1 NenuMsAnE PK TugSumsnaaasguana
UarMINUABENSLazwsn (Healthy Subject PK and

Initial Tolerability Study Reports)
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3.2 Manumsdnw PK Tugthe waz msnueasn
528zUSNI5Y (Patient PK and Initial Tolerability
Study Reports)

3.3 MenuMIAn PK lunguiszensein
(Population PK Study Reports)

O O

4. NBNUMIANLNFTWA ANFOS Lunyue
(Reports of Human Pharmacodynamic (PD) Studies)
4.1 MeNUMIAnY PD uaz PK/PD Tugsumsnaass
quMWG (Healthy Subject PD and PK/PD Study
Reports)
4.2 BNUMIANY PD waz PK/PD Tugthe
(Patient PD and PK/PD Study Reports)

5. 51807“ﬂ15ﬁﬂ1&l’]ﬁquﬂﬁzaﬂ%ﬂjwLLaZﬂ']’]Nﬂaﬂﬂﬁﬂ

(Reports of Efficacy and Safety Studies)

5.1 NBNUYRINMIANINNATHANINGNAIVAN
a! d‘ k4 L A4 ] Qld' v 4
Fanedaanutaueldnudsl’ (Study Reports of
Controlled Clinical Studies Pertinent to the Claimed
Indication)

5.2 NENUEIMIANHNNAGTneN 9 Nhifinguaiugy
(Study Reports of Uncontrolled Clinical Studies)

5.3 MENUMNIANETayaMsAnm NN TIni

= = a r'd dl < =

ﬂ’]iﬂﬂ%ﬂi?&lﬂ\?ﬂ’ﬁ?Lﬂi?xﬁmﬁiﬂﬂi?&l‘ﬂlﬂuiSL‘Uﬂ‘U
LL‘U‘ULLN‘um‘ﬁLﬂi’lzﬁaﬁmuuazmﬁLﬂ‘ﬂ:‘lﬂ(ﬂﬂ
L%auiﬂail'aga (Reports of Analyses of Data from
More Than One Study, Including Any Formal
Integrated Analyses, Meta-analyses, and Bridging

Analyses)

gd.2 (enlua) 39




9o & LY saunguangeiandalyTng

WUy 28d 2. ND4

WANIINTINIUAIUD
TaNsands wilad | widh (Fwsudmii)
Y Y
5.4 IBNUMSANEINNAFTAND U ) 0 0
(Other Clinical Study Reports)
6. NanuaNUszauMsalnaInINMINVZEN 0 0
(Reports of Post-Marketing Experience)
7. WUUNBSNNENUUDILTUM INADBINTAEN 0 0
LLazl’éﬂ'Jtlﬁﬁﬂ'l‘iﬂéTJﬁ\‘iLLGia::’i'lEI (Case Report Forms
and Individual Patient Listing)
SECTION F 1amszauanalsandifidinn (] (]
(List of Key Literature References)
GRITRHY fiude
( )
N
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Model Certificate of a Pharmaceutical Product
Certificate of a Pharmaceutical Product’
This certificate conforms to the format recommended by the World Health Organization
(general instructions and explanatory notes attached).

Certificate No :

Exporting (certifying) country :

Importing (requesting) country :

1. Name and dosage form of product :

1.1 Active ingredient(s)2 and amount(s)’ per unit dose :

For complete composition including excipients, see attached. !
1.2 Is this product licensed to be placed on the market for use in the exporting country? °
[Jves [JNo
1.3 Is this product actually on the market in the exporting country?
[JYes [INo [l unknown
If the answer to 1.2 is yes, continue with section 2A and omit section 2B.
If the answer to 1.2 is no, omit section 2A and continue with section 2B. ¢

2A.1 Number of product license’ and date of issue :

2A.2 Product-license holder (name and address) :
Name :

Address :

2A.3 Status of product-license holder : ’
a Ubv Ue
2A.3.1 For categories b and c the name and address of the manufacturer producing the
dosage form are : °
Name :

Address :

2A.4 Is Summary Basis of Approval appended? 10

[] Yes [l No
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2A.5 Is the attached, officially approved product information complete and consonant with
the license? '' (yes/no/not provided)
[Jyes [UNo L[ Not provided
2A.6 Applicant for certificate, if different from license holder (name and address) : 2
Name :

Address :

2B.1 Applicant for certificate (name and address) :
Name :

Address :

2B.2 Status of applicant : s
a Obv e
2B.2.1 For categories b and c the name and address of the manufacturer producing the
dosage form are : °
Name :

Address :

2B.3 Why is marketing authorization lacking?
L] not required [ under consideration
L] not requested [ refused

2B.4 Remarks :

3. Does the certifying authority arrange for periodic inspection of the manufacturing plant in
which the dosage form is produced? H
[Jyves No [nva
If no or not applicable proceed to question 4.
3.1 Periodicity of routine inspections (years) :
3.2 Has the manufacture of this type of dosage form been inspected?
[Jves [No
3.3 Do the facilities and operations conform to GMP as recommended by the World Health
Organization? 15
Jyves No [nNva
4. Does the information submitted by the applicant satisfy the certifying authority on all aspects

of the manufacture of the product? e

If no explain :

Address of certifying authority :
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Telephone number :

Fax number :

Name of authorized person :

Signature of authorized person :

Stamp and date :

Explanatory notes

1 This certificate, which is in the format recommended by WHO, establishes the status of the

pharmaceutical product and of the applicant for the certificate in the exporting country. It is
for a single product only since manufacturing arrangements and approved information for
different dosage forms and different strengths can vary.

Use, whenever possible, International Nonproprietary Names (INNs) or national nonproprietary
names.

The formula (complete composition) of the dosage form should be given on the certificate or
be appended.

Details of quantitative composition are preferred, but their provision is subject to the
agreement of the product-license holder.

When applicable, append details of any restriction applied to the sale, distribution or
administration of the product that is specified in the product license.

Sections 2A and 2B are mutually exclusive.

Indicate, when applicable, if the license is provisional, or the product has not yet been approved.
Specify whether the person responsible for placing the product on the market :

(a) manufactures the dosage form;

(b) packages and/or labels a dosage form manufactured by an independent company; or

(¢) is involved in none of the above.

This information can be provided only with the consent of the product-license holder or, in
the case of non-registered products, the applicant. Non-completion of this section indicates
that the party concerned has not agreed to inclusion of this information.

It should be noted that information concerning the site of production is part of the product

license. If the production site is changed, the license must be updated or it will cease to be valid.

10 This refers to the document, prepared by some national regulatory authorities, that

summarizes the technical basis on which the product has been licensed.
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11 This refers to product information approved by the competent national regulatory authority,
such as a Summary of Product Characteristics (SPC).

12 In this circumstance, permission for issuing the certificate is required from the product-license
holder. This permission must be provided to the authority by the applicant.

13 Please indicate the reason that the applicant has provided for not requesting registration :

(a) the product has been developed exclusively for the treatment of conditions — particularly
tropical diseases - not endemic in the country of export;

(b) the product has been reformulated with a view to improving its stability under tropical
conditions;

(¢) the product has been reformulated to exclude excipients not approved for use in
pharmaceutical products in the country of import;

(d) the product has been reformulated to meet a different maximum dosage limit for an
active ingredient;

(e) any other reason, please specify.

14 Not applicable means that the manufacture is taking place in a country other than that issuing
the product certificate and inspection is conducted under the aegis of the country of
manufacture

15 The requirements for good practices in the manufacture and quality control of drugs referred
to in the certificate are those included in the thirty-second report of the Expert Committee on
Specifications for Pharmaceutical Preparations (WHO Technical Report Series, No. 823,
1992, Annex 1). Recommendations specifically applicable to biological products have been
formulated by the WHO Expert Committee on Biological Standardization (WHO Technical
Report Series, No. 822, 1992, Annex 1).

16 This section is to be completed when the product-license holder or applicant conforms to
status (b) or (c) as described in note 7 above. It is of particular importance when foreign
contractors are involved in the manufacture of the product. In these circumstances the
applicant should supply the certifying authority with information to identify the contracting
parties responsible for each stage of manufacture of the finished dosage form, and the extent

and nature of any controls exercised over each of these parties.
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BMBRUALD I NUBUIFATUIBINITNNYUE (Certificate of Free Sale)

1. wiiada CFS daveanlagdssmagndavsaUssnagivinegnainnuamenssums
2MIUATETUTEY

wilsda CFs fioanlasusumagimieiidninnuanznssumsenauszeniusas Taud
nadidaluil
1.1 Ussagimbeaiiudewdosainld hhivsemaduaoduduaouwn
1.2 Ussnaguaalufimshmibendasasigananiilasnn bifinsdifiasdacls
HAOAMIIGINAINTD
1.3 n3dipu | auildninnuanznssumsaImauasafuanns
2. lunsdifiviieda CESs panlostssmagimmhe dasuuuanansiiada @il
2.1 MIRFRSUIBIUNAHENNNUSLNALHER
2.2 dwSurdafasienuasarmsliuuuianas el
2.2.1 wiidaFusesnnissmaguda iszyfaanuiusesgumnunaindo
MNINATFIUAING
2.2.2 wihidaTusaunaspundadariniiaaumwszdudnduniofariainme
ludszmagaanwiisda CFS
3. CFS mMuYa 1 wazntiadasusasmuda 2.1 wazda 2.2.1 Aedpanvnsaiusedanny

v
QJ Y o

Toavmhanupasdgiiinihiiisdastumsmiuguandasasiguamwsiionu | wianheny
LNTUNSTIUTeN
4. wilsda CFs dasssymeandaadaluil
4.1 Foudafoui
4.2 Fofudn wosanuiiog
4.3 Foenudiienumingusash “Smhaldlulsanageanviiide”
4.4 il'ammﬁ'uﬂ TGN BINEA S asivue
- uannien Issydutsznaumendaguasinues
- iaseaiiounngliissygu (model) %38 individual products Fae
5. #inanulunifeda cFs dudunmau uennnmmsanguliwlaiiumming
wiammsange lagiivhenuideisldsuses
6. lunsdiiilidin CFs unuativade dasldiumssusasdaanunnmiienuady
wianmihBnuaNTuNIay AT FUTas

7. lTunsain Al un@en amivianas1amsue 1% CES atulfenny @ad CES atiuasansandnn
TiavinnasIadaumMssusasain

8. 1 cFs fiagmslimeluszaznanfirnuualy CFS uu wazlunsdindldszyanamsld
Tt crs meluszasnm 2 Yrluudiuniaan CFS
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NIAANIRAINUASLANFIIAINUILENAA 1INy ludseian 2

R8I0
ANNLENA A LY Ineludssn 2 mutuy ACTD w2 wuu @@ Unit Carton a2 Inner
UABLLUULFANY AN NGNGB LU

v J

wamwumwammﬂuuﬂémmsa} (UNIT CARTON)
865U (Product name)

=
-

ULUURION (Dosage form)

CY

3. FasnNuazUSunawasenandalvlnyludseon 2 wazdmdusudludndsenaundnn

[\
2. €aNd

295U ENH A L Inelulseian 2 ﬁ'u (Name of Active Ingredient(s) and Strength of
Active ingredient(s))

. YTV DS NIUTAIASTiNGA (Batch number)

Sudaudlinae (Manufacturing date)

) 5’utﬁauﬂﬁ§umq (Expiration date)

. #33WAMWIBYRUNLH (Indication)

. 2NMS5IEuardS1d (Dosage of Administration)

. @AMeMstiusSn® (Storage condition)

0. %a@wamazﬁﬁwmamuﬁwﬁm (Name and address of manufacturer)

= = © 00 = o U »

YV ‘l « a 9 v @ = Z o YV =

1. daenumwming “entdwdo Ilnelulssnn 22 aonesaumuENULN Ndunsauduaa
c:vau PP . a e*LeﬁI o alqz (a'l”ww ™
WULATaaY ez “Pmeal : 2IAENHaLaL 19 LNHe a9 lEMNLNNEF” AIDNHSTLA
VI AN A UTARAULO NG NN TN UYDIRAIN

WINNUHUB
1. RNV Unit Carton 1HAURMNNZBINZULUIIINLUDN (HU RAINNSBIVIIILIN
naaeusINsilae nassussuee Wuduy
2. fifoyaiiiaAnantagiiu Ao Dosage Form Wae Route of Administration
2.1 N5UI49 Dosage form 21AUIILAA 9 1BY enfiaia e1a Tablet (Hudu wSaenaU
JushunilawasdamIufle wu XYZ Capsule iudu
2.2 MU Route of administration ®1audalan ) wu M 1V Judu wiasnaudeegly
FamsWenile wu Sulssmuassar 1 dia Suaz 3 A% wdtems Wudy
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FaMBUARMNELFNH 191 Inylulszian 2 euly INNER LABEL
865U (Product name)

sy
=%

UUUUHIA I (Dosage form)

DN
Do €an

[

3. fasndauazUsinawesnenaalilnylulsznn 2 wazdmausududnlsznauiiadn
e 5usnandalilneludssian 2 ﬁu (Name of Active Ingredient(s) and strength of
Active ingredient(s))

. 1T asnusUEAIASIfiNG® (Batch number)

. "’s’mﬁauﬂﬁwam* (Manufacturing date)

) i’mﬁauﬂﬁéumq (Expiration date)

. 35msl¥ien* (Route of Administration)

. @MIEMSHUSAE* (Storage condition)

. Fofudaviaduydnuoiauio

LY
v ]
4 =~

. NONYDIFOIUNIHER* (Name and address of manufacturer)
Y

= = © 00 = O O

v 1 « a dler[ nl y Y@ - & P =
YDANNMELNEY “eLFNO R LV LN uﬂi:ﬁlﬂ‘ﬂ 27 MIDNUIFLLOIUUWUYII NEFUNIDUFLLON
Y

I Vl o a v v ¢ g oo o
LAULOTALAU L "OILOBU ajﬂlawmﬂLtagﬂlmﬂﬂma\isl.ﬁ@l']NLLW‘Ylﬂﬂ\i MIDNWIFLLON
A NA) Y 8w ' o X

wiaaﬂl‘ﬁL‘ﬁu%@LQULW\ﬂG\’NQ’]ﬂaWU'ﬂaQQa’]ﬂ*

wnewme * vaned Tianciumsuanenemsasnanamiuamnzinadn agntpedaudnd

IEMINNLD 1,3, 4, 6 husuendaliszyliganuhiazhimeamalatia

wINNUHUR
1. 2NUUY Inner Label lénuaanauzussymelu wu 220 nszilas Wudu

[
T a a

2. faEnUAVSURNNAIAENUY THVNEANNIRaINeNZINNUN LNHY 3 9151910
YRNMYULUTTINNUTELAN
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@AEISINUENLENAR 1Y Inwludssian 2
(PRODUCT INFORMATION)

wtadlu 3 wuv @e

1. Package insert

2. Summary of Product Characteristics (SPC) %38 Product Data Sheet
3. Patient Information Leaflet (PIL)

@AFISIAULNLENA L N lUUsEAn 2 uaaswuumnue Lrlmiaae g aedsluil

Package insert

!
S o w

1. 29615V (Product name)

2. FasnauazUSinaesenanio lilnelulsaan 2 uazmendusududiudsenaundnn
P9 5ueanda lilnyluysenn 2 1 (Name of Active Ingredient(s) and Strength of
Active ingredient(s))

. ONUUEUBINANNMH (Product description)

. AENUAN ATV dwarmans/undzaaumans (Pharmacodynamic/Pharmacokinetics )

R 1% . .

. #33nAuW3ataUNld (Indication)

. 28mM51H (Recommended Dose)
ac v .« . .

. 35m51¥ (Mode of Administration)

. #avu1d (Contraindication)

© 00 =N o U s W

. MLBUYSaYBAI55239 (Warning and Precaution) wazizaanu “Aiou : 1aendauaslilng
FalFmuunmdsa”

10. U§A3ensevanen (Interactions with Other Medicaments)

11. #030AT3AUaan35e TN IAUNYAS (Pregnancy and Lactation)

12. M5 N9U52a9A (Undesirable Effects)

13. M3lasueniuenauazdISnMssnen (Overdose and Treatment)

14. enwuldEhiuresen (Incompatibility) @RW1zenia

15. Maiusnwuazargmslen (Storage Condition and shelf-life)

16. sUuuy Nﬁﬂﬁmﬁuaxwmﬂmsf\;ﬁﬁf\iwﬂw (Dosage Forms and Packaging Available)

17. %a@'mamuaxﬁﬁmmamuﬁwﬁm (Name and address of manufacturer)
18. ”uﬁﬁmmﬁ'lwﬂ%uﬂquaﬂms (Date of revision of package insert)
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Summary of Product Characteristics (SPC) %98 Product Data Sheet

1. dayadsu
1.1 Fadh3u (Product name)
1.2 @SS (Strength)
1.3 E‘ULL‘U‘U‘ZJNEI”I (Pharmaceutical Dosage Form)
2. ﬂ%mmuaxqmﬂuﬂ'ﬁwmﬁ'sméﬁm (Quality and Quantitative Composition)
2.1 Qmﬂuﬁaé‘l”lmﬁﬁﬁﬂg (Qualitative Declaration)
AsuSInEazEaamend @ Wy Fama INN s'mﬁy'qgﬂm?m Waz hydrate form
Afgra
2.2 USinaaendifey (Quantitative Declaration)
Lﬁﬁwamﬁmﬂ%mméﬁmﬁﬁwﬁm 68 1 wieuaegduuuen (per dosage unit) 14U
damiheUsanasvsambehniin
3. anHMzLAFUWUUEIMNLNGEENTIY (Pharmaceutical Form)
Wiimnndnearmevaniiu dremwa wu § wiswansuudien Sudy
faghau Winden nanuu Sevaades Sea@ 100 vughuniweufinm
4. Qmauﬁaﬂwﬂaﬁﬂ (Clinical Particulars)
4.1 955WAMNIBYDUNNY (Therapeutic indication)
4.2 2NN LEUazI T (Posology and method of administration)
4.3 #av 1% (Contraindication)
4.4 MLHDUWIDYDAITIZN (Special warning and precautions for use) LazNIDAIIN
“qudou : maEndouazlilnudaslFmuunndsds
4.5 U§)n38n3zvIen (Interaction with other medicinal products and other forms of
interactions )
4.6 MslEluaasinssfuazanissningliunyes (Pregnancy and lactation)
4.7 wadaanNEINso luMITULazhOURUAEeaNSs (Effects on ability to drive and use
machine)
4.8 1M 5INNaU5a9@ (Undesirable effects)
4.9 M3lASUNAUANALELIZTNI5NH (Overdose)
5. AMANUANMUATZINE (Pharmacological Properties)
5.1 Qmauﬁamqmﬁﬁwamam% (Pharmacodynamic Properties)
5.2 AMENUAMUNTHIIUAMENS (Pharmacokinetic properites)
5.3 9038ANNUaDANENNMIANWINIAGTHA (Preclinical Safety data)
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6. NYBLLDYANNLAFENIIY (Pharmaceutical Particulars)
6.1 amsmenlidriaty (List of excipient)
6.2 NN luEnAuYeen (Incompatibilities)
6.3 21g2asen (Shelf life) laun mqmLﬁamiﬂumﬁuuﬁaﬁmﬂm mqﬂmé’qmﬂﬁwau
Barnudimuimvue mqmwé’qmnﬁﬂﬂ%mﬂ%LLSﬂ
6.4 FamsseieiAElumMsIiven (Special precautions for storage)
6.5 é’ﬂwmmtazéwﬂszﬂauwmm%u:m‘sa} (Nature and contents of container)

7. %a@wﬁml,a:ﬁé’wammuﬁmam (Name and address of manufacturer)
WN

8. JunfinsuflauSudgaenars (Date of revision of the text)
Patient Information Leaflet %38 PIL

. Hae3u (Product name)

. ONUUEUBINANNMH (Description of Product)

. FUsenaUYRININ AU (What is in the medicine?)

. ANNUTNAIENEIADY (Strength of the medicine)

. enill#iieasls (What is this medicine used for?)

[« 2 I B VU S

. amueslden Usinaumlng wazuseiiieala (How much and how often should you use this
medicine?)

7. ijalsthj ﬂ’J’ﬂ“Ziliﬂ‘ﬁ (When should you not take this medicine?)

8. MM INNUIEaANNMS LY (Undesirable effects)

9. varlFenilmsnanideamslsenviaSulsemummsuszianle (What other medicine or
food should be avoided whilst taking this medicine?)

10. aaumsrhaglsdaadaldnmunmiimwue (What should you do if you miss a dose?)

11. auasiuSnenatals (How should you keep this medicine?)

12. dnwazuazanmstiinldsusniueng (Sign & Symptom of over dosages)

13. Qmmiﬁwaihﬂ,if’iﬂ%'mLﬁuwmﬂﬁuusﬁﬂ (What to do when you taken more than the

recommended dosage?)

14. #9A25U{UA lusznielden (Care that should be taken when taking this medicine?)

15. Lﬁﬂliﬂmﬂﬁiﬂ%ﬂﬂ%mﬂﬁ (When should you consult your doctor?)

16. %uﬁu.fﬂwﬂ%’uﬂguaﬂmi (Date of revision of PIL)
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